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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460 .
OFFICE OF PREVENTION,
PESTICIDES AND
TOXIC SUBSTANCES

February 21, 2006

I, John Hebert, Insecticide/Rodenticide Branch, Registration Division, Office of Pesticide Programs,
Office of Prevention, Pesticides and Toxic Substances, United States Environmental Protection Agency
("EPA"), certify that the pesticide product (s) listed below is, as of the date of this letter, a registered product
under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and that as such, the
product(s) may be sold and marketed in the United States of America as authorized and limited by FIFRA. A
true and correct copy of the product label approved by EPA is attached to accompany this letter.

Registration of this product(s) with EPA also denotes that the registrant listed below is responsible for
ensuring full compliance with all the laws of the United States of America, or governing jurisdiction,
regarding the sale, storage and/or disposal of the product(s). Further, the recipient of this ietter is on notice
that the referenced registration and/or the accompanying label may change subsequent to the date of this
letter. EPA assumes no responsibility to notify the recipient(s) (i.e., Dominican Republic) of this letter of any
change in the status of the registration(s) and/or the product label for the product(s) listed below.

EPA has issued registration numbers for the product(s) listed below to:

Bell Laboratories Inc
3699 Kinsman Blvd
Madison, Wi 53704

EPA Registration Number: 12455-61
Name of Product: LIQUA-TOX Ii

/ John Hebert

! isk Manager 07

/ Insecticide/Rodenticide Branch
Registration Division (7505C)







Bell Laboratories, Inc.
3699 Kinsman Boulevard. Madison, Wisconsin 53704 U.S.A.  608/241-0202  Fax: 608/241-4081

January 26, 2005

Daniel B. Peacock, Biologist
Insecticide-Rodenticide Branch

Registration Division (7504C)

United States Environment Protection Agency

Room #258, Crystal Mall #2 venann E...:.
1921 Jefferson Davis Hwy. s e .

Arlington, Virginia 22202 UUUORE T
RE: Liqua-Tox 1l v "t s
Dear Mr. Peacock: seees oo,

In compliance with your letter to Craig Riekena, dated September 30 2004, enclosede,,* ¢
plcase find the required revised labels for the above-referenced products.

If there are any concerns, please do not hesitate to contact either Craig or myself at the
number above or via email: jabrams(« belllabs.com or crickena(u belllabs.com.

Thank you for your assistance with our label revisions!
Sincerely,

{
Joni Abrams

Registration Specialist

/)la
Enclosures as indicated




DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a
manner inconsistent with its labeling.
READ THIS LABEL: Read this entire label and follow all
use directions and use precautions.

IMPORTANT: Do not expose children, pets, or nontarget
animals to rodenticides. To help to prevent accidents:
1. Store unuscd product out of reach of children and pets.

ISiqua-Tox IT1®

A Concentrate for Preparing Liquid Baits to Kill Norway Rats,
Roof Rats, and House Mice

NOT REVIEWED

1 ith 1 quart of water.
2. Apply bait in locations out of reach of children, {fz¥, Accordance Wifﬁw ﬁ'éiﬁ{émz
domestic animals and nontarget wildlifc, or in tamBaged on Dated

resistant bait stations. These stations must be resistant
to destruction by dogs and by children under six years
of age, and must be used in a manner that prevents
such children from reaching into bait compartments
and obtaining bait. If bait can be shaken from bait
stations when they are lifted, units must be secured or
otherwise immobilized. Stronger bait stations are
needed in areas open to hoofed livestock, raccoons,
bears, or other potentially destructive animals, or in
areas prone to vandalism.

3. Dispose of product container and unused, spoiled, or
unconsumed bait as specified on this label.

USE RESTRICTIONS: For control of Norway rats, roof
rats and house mice in and around homes, industrial and
agricultural buildings, and similar man-made structures.
Do not place bait in areas where there is a possibility of
contaminating food or surfaces that come in direct contact
with food. When used in USDA-inspected facilities, this
product must be applied in tamper-resistant bait stations.
Do not broadcast bait.

SELECTION OF TREATMENT AREAS: Determine
areas where rats or mice will most likely find and consume
the bait. Generally, these areas are along walls, by gnawed
openings, in or beside burrows, in comers and concealed
places, between floors and walls, or in locations where
rodents or their signs have been seen. Protect bait from rain
and snow. Remove as much alternative food as possible.

MIXING DIRECTIONS: Wearing waterproof gloves,
thoroughly mix contents of one 1.68 fl. oz. package in 1
quart (32 fluid ounces) of water.

APPLICATION DIRECTIONS:

RATS: Provide a minimum of 1 pint (16 fluid ounces) of
LIQUA-TOX 1I in each dispenser (suitably-equipped bait
station, chick fount, or other suitable device). If infested
area is large, or if rat population appears to be high, use
dispensers at several locations. Space dispensers and refill
them as needed to ensure that bait is exposed in all infested
areas where it can be used without putting nontarget
organisms at risk.

ACTIVE INGREDIENT:
Sodium Salt of Diphacinone

(CAS #42721-99-3) ..ot 0.106%
INERT INGREDIENTS:..................... 99.894%
100:000%

KEEP OUT OF REACH OF CHILDREN
CAUTION

FIRST AID
HAVE LABEL WITH YOU WHEN OBTAINING TREATMENT
ADVICE
IF SWALLOWED:
*Call a poison control center, doctor, or 1-877-854-2494 immediately for
treatment advice.
=Have person sip a glass of water if able to swallow.
*Do not induce vomiting unless told to do so by the poison control center or
doctor.
IF ON SKIN:
*Wash with plenty of soap and water.

NOTE TO PHYSICIAN OR VETERINARIAN
If swallowed, this material may reduce the clotting ability of the blood and
cause blecding. If ingested, administer Vitamin K, intramuscularly or orally as
indicated in bishydroxycoumarin overdoses. Repeat as necessary based on
monitoring of prothrombin times.

Net Contents: 1.68 fl. 0z. 442 68 nll)

Manufactured by:

6 Bell Laboratpxies, Inc

L] .: L]
Madison, WI5S3704 ¢ ¢ ¢« o o
EPA REG. NO.12455-61

o o o [ ] e o
*e0 L]

EPA EST. NO. 12455-WI-i

DIRECTIONS FOR USE (Continued from other panel)
APPLICATION DIRECTIONS (Continued from other panel)

MICE: Provide 1/2-pint (8 fluid ounces) placcments of
LIQUA-TOX II in suitably-equipped bait stations, chick
founts, or other appropriate vessels. Place dispensers at
intervals of 8 - 12 feet in all infested areas where bait can be
used without putting nontarget organisms at risk.
FOLLOW-UP: Replace contaminated or spoiled bait
immediately. Collect and properly dispose of dead animals
and bait that is no longer needed. Continue treatments as
long as target species are being controlled by bait and
nontarget species are not at risk.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION: Keep away from humans, domestic animals and
pets. If handled, wear waterproof gloves. Wash thoroughly
with soap and water after handling. Exposure during
pregnancy should be avoided. Avoid contact with skin, eyes,
or clothing.

ENVIRONMENTAL HAZARDS
This product is toxic to fish, birds and other wildlife. Do not
apply this product directly to water or to areas where surface
water is present or to intertidal areas below the mean high
water mark.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or
disposal.
STORAGE: Store only in original container in a cool, dry
place inaccessible to children and pets. Keep containers
closed and away from other chemicals.
DISPOSAL: If empty: do not reuse this eontainer. Place in
trash or offer for recycling if available. If partially filled:
Place in trash or call your local solid waste agency for
disposal instructions. Never place unused product down any
indoor or outdoor drain.

WARRANTY: Seller makes no warranty, expressed or
implied, concerning the use of this product other than
indicated on the label. Buyer assumes all risk of use and/or
handling of this material when such use and/or handling is
contrary to label instructions.

101504
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
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September 30, 2004

Bell Laboratories Inc.

3699 Kinsman Boulevard 9
Madison, WI 53704 3
7 o0 ) 7657
Attention: Mr. Craig A. Riekena / ;
( “1
Subject: Liqua-Tox® II
EPA Reg. No. 12455-61
Our letter of November 17, 2003
Your letter of June 8, 2004
Purpose The purpose of this submission is to revise your label in response to our previous
letter.
Label The labeling submitted with the above letter, under the Federal Insecticide,

Fungicide, and Rodenticide Act (FIFRA) is acceptable, provided you submit one (1)
copy of final printed labeling to us, with the following changes, before you ship your

product. o

1. For non-homeowner sizes (>1 1b), use the following format for your
“Storage and Disposal” text:

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
Storage: Store ...other chemical.
Pesticide Disposal: Wastes ... disposal facility.
Pesticide Container: Do not ... proper disposal.
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2. Begin “MIXING DIRECTIONS:” with “Wearing waterproof gloves,
thoroughly ... of water.

3. Under “CAUTION”, revise the text to read:

CAUTION: Keep away from humans, domestic animals and pets. If
handled, wear water-proof gloves. Wash thoroughly with soap and water
after handling. Exposure during pregnancy should be avoided. Avoid
contact with skin, eyes, or clothing.

Stocks of existing labels may be used for eighteen (18) months.

If these conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA section 6(e). Your release for shipment of
the product constitutes acceptance of these conditions.

If you have questions about this letter, please contact me at 703-305-5407 (by
phone), 703-305-6596 (by fax), or peacock.dan@epa.gov (by E-Mail).

Sincerely yours,

JE’

Daniel B. Peacock, Biologist
Insecticide-Rodenticide Branch
Registration Division (7504C)

1. Stamped label

Dan Peacock, USB Flash Drive, E:\Dan's Office Work\A Flash Drive 1\Diphacinone
Sodium Salt\12455-61, revised label, 9-23-2004.wpd



Liqua-Tox II

A Concentrate for Preparing Liquid Baits to
Kill Norway Rats, Roof Rats, and House Mice

Mix contents of pouch with 1 quart of water.

R e R el Y ;v.

ACTIVE INGREDIENT: TR
Sodium Salt of Diphacinone .
(CAS #42721-99-3) .ooovoooeoeeoeeeee e 0.106% i nTiENTS
INERT INGREDIENTS: ... eeeeeeeeeeee e _99.894% i EPA Letter Dated: ™
100.000%
SEP 30 »mm .
@ KEEP OUT OF REACH OF CHILDREN Under the Federal Insecticide
runcicide, and Rod ntivide A€
CAUTION {;Sur@i;n; o for LE( pc;t:i(jde
registered ppder EPA_ R Na.
FIRST AID 15% 55 ¢ 4
HAVE LABEL WITH YOU WHEN OBTAINING TREATMENT ADVICE
IF SWALLOWED:
*Call a poison control center, doctor, or 1-877-854-2494 immediately for treatment

advice.
- ‘Have person sip a glass of water if able to swallow.
) *Do not induce vomiting unless told to do so by the poison control center or doctor.
IF ON SKIN:
*Wash with plenty of soap and water.

NOTE TO PHYSICIAN OR VETERINARIAN
@ If swallowed, this material may reduce the clotting ability of the blood and cause
bleeding. If ingested, administer Vitamin X, intramuscularly or orally as indicated in
bishydroxycoumarin overdoses.  Repeat as necessary based on monitoring of
prothrombin times.

Net Contents: 1.68 fl. oz. (49.68 ml)

Manufactured by:
Bell Laboratories, Inc.
_Madison, WI153704

EPA REG. NO.12455-61 EPA EST. NO. 12455-WI-1

This Section For Product Label ldentification Purposes Only:
Liqua-Tox H, EPA Reg. No. [2435-61, Container Label

/‘-'(lgi:‘ / ()j.j, 8 ]




DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its

labeling.
READ THIS LABEL: Read this entire label and follow all use directions and use

precautions.

IMPORTANT: Do not expose children, pets, or nontarget animals to rodenticides. To

help to prevent accidents:

1. Store unused product out of reach of children and pets.

2. Apply bait in locations out of reach of children, pets, domestic animals and nontarget
wildlife, or in tamper-resistant bait stations. These stations must be resistant to
destruction by dogs and by children under six years of age, and must be used in a
manner that prevents such children from reaching into bait compartments and

o obtaining bait. If bait can be shaken from bait stations when they are lifted, units
must be secured or otherwise immobilized. Stronger bait stations are needed in areas
open to hoofed livestock, raccoons, bears, or other potentially destructive animals, or
in areas prone to vandalism.

3. Dispose of product container and unused, spoiled, or unconsumed bait as specified on

this label.

USE RESTRICTIONS: For control of Norway rats, roof rats and house mice in and

- around homes, industrial and agricultural buildings, and similar man-made structures.

i | Do not place bait in areas where there is a possibility of contaminating food or surfaces

- that come in direct contact with food. When used in USDA-inspected facilities, this
product must be applied in tamper-resistant bait stations. Do not broadcast bait.

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will

@ most likely find and consume the bait. Generally, these areas are along walls, by gnawed
openings, in or beside burrows, in corners and concealed places, between floors and
walls, or in locations where rodents or their signs have been seen. Protect bait from rain
and snow. Remove as much alternative food as possible.

MIXING DIRECTIONS: Thoroughly mix contents of one 1.68 fl. oz. package in 1
quart (32 fluid ounces) of water.

APPLICATION DIRECTIONS:
RATS: Provide a minimum of 1 pint (16 fluid ounces) of LIQUA-TOX 1II in each
dispenser (suitably-equipped bait station, chick fount, or other suitable device). If
infested area is large, or if rat population appears to be high, use dispensers at several
locations. Space dispensers and refill them as needed to ensure that bait is exposed in all
infested areas where it can be used without putting nontarget organisms at risk.
~—————--——MICE: Provide-1/2-pint (8. flnid ounces) placements of LIQUA-TOX II in suitably-

equipped bait stations, chick founts, or other appropriate vessels. Place dispensers at
intervals of & - 12 feet in all infested areas where bait can be used without putting

nontarget organisms at risk.

This Section For Product Label ldentification Purposes Only:
Liqua-Tox 1. EPA Reg. No. 12455-61, Contwiner Label
Puage 2 of 3




FOLLOW-UP: Replace contaminated or spoiled bait immediately. Collect and properly
dispose of dead animals and bait that is no longer needed. Continue treatments as long as
target species are being controlled by bait and nontarget species are not at risk.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION: Harmful if swallowed. Wash thoroughly with soap and water after handling.

ENVIRONMENTAL HAZARDS
This product is toxic to fish, birds and other wildlife. Do not apply this product directly to
water or to areas where surface water is present or to intertidal areas below the mean high

water mark.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
STORAGE: Store only in original container in a cool, dry place inaccessible to children
and pets. Keep containers closed and away from other chemicals.
DISPOSAL: If empty: do not reuse this container. Place in trash or offer for recycling if
available. If partially filled: Place in trash or call your local solid waste agency for
disposal instructions. Never place unused product down any indoor or outdoor drain.

WARRANTY: Seller makes no warranty, expressed or implied, concerning the use of

this product other than indicated on the label. Buyer assumes all risk of use and/or
handling of this material when such use and/or handling is contrary to label instructions.

060804

This Section For Producr Label Identification Purposes Only:
Ligua-Tox 1, EPA Reg. No. 124533-61, Contuiner Label
/:)(l~g'12;‘ _? (J_f’_?

10
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Issues with Bell Laboratory (Co. No. 12455) and Motomco (Co. No. 3240) Revised Labels Submitted June 8, 2004

Adm No Active Stor/Disp | Single Fd Follow-Up First Aid Gloves Use Restriction Other
3240-17 Diphacinone NA Salt X remove box | remglovesst | ret to prior text new uses
ret inhal st label sent in
3240-28 Vitamin D-3 X label sent in
3240-42 Vitamin D-3 label sent in
12455-5 Diphacinone X remglovesst | ret to prior text
12455-9 Diphacinone no changes but
label sent in
12455-14 Diphacinone X rem gloves st ret to prior text
12455-15 ‘Warfann X rem gloves st ret to prior text
12455-16 Zinc Phosphide remove box
ret inhal st
12455-17 Zinc Phosphide X rem inh and rem gloves st ret to prior text
eye irr!
12455-18 Zinc Phosphide X reminh & rem gloves st ret to prior text
eye irr
12455-19 Diphacinone X X rem gloves st ret to prior text
12455-22 Warfarin X rem gloves st ret to prior text
12455-24 Zinc Phosphide remove box
ret inhal st
12455-25 Diphacinone no changes but
label sent in
12455-26 Warfann no changes but
label sent in
12455-29 Diphacinone X
12455-30 Zinc Phosphide remove box | rem gloves st ret to prior text
ret inhal st
12455-31 Bromadiolone no changes but
label sent in
12455-34 Bromadiolone X X remglovesst | ret to prior text ret sewer use
12455-36 Bromadiolone X X
12455-39 Vitamin D-3 X
12455-56 Diphacinone X chg tube text
12455-57 Vitamin D-3 X
12455-59 Zinc Phosphide X remove box ! rem gloves st ret to prior text

ret inhal st

'Co wants to remove inhalation and eye irritation statements from 2% bait products, but will retain such

statements on 12455-16 (tracking powder) and 12455-24 (tech).

11
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Page 3 of 3

Issues with Bell Laboratory (Co. No. 12455) and Motomco (Co. No. 3240) Revised Labels Submitted June 8, 2004

Adm No Active Stor/Disp | Single Fd Follow-Up First Aid Gloves Use Restriction Other
12455-96 Bromethalin X rem gloves st ret to prior text
12455-97 Bromethalin X
12455-100 Bromethalin X
CA- Vitamin D-3 no changes but
970015 label sent in
12455-39
MT- Zinc Phosphide no changes but
890009 label sent in
12455-17
OH- Zinc Phosphide no changes but
850001 label sent in
12455-17
OR- Zinc Phosphide remove box
990034 ret inhal st
12455-17
PA-820016 Diphacinone no changes but
12455-19 label sent in
VA- Diphacinone no changes but
820015 label sent in
12455-19
Totals 41 products | 0 products® 19 products 10 21 products 22 products 25 changes
products®

Dan Peacock, E:\Dan's Office Work\A Flash Drive 1\Bell Labs\Issues with Bell Labs and Motomco Labels, 9-1-2004.wpd

2Need to venfy that there are no changes made to labels of brodifacoum, bromadiolone, bromethalin, and other actives.

3'Bell only identified 8 affected products. However, the co may have already made the change in other products.




Bell Labora*-ries, Inc.

3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. / 608/241-0202 / Fax: 608/241-3477 \

& iane 2004

Mr. Daniel Peacock

Insecticide- Rodenticide Brar

Registrations Division (7505(

United States Environment Protection Agency
Room #2538, Crystal Mall #2
1921 Jefferson Davis Hwy.

Arlington, Virginia

peacock.dan.mailgate(@epa. g

Re: Label Amendments

Dear Mr. Peacock:

Per our discussion of 29 April 2004 I am making the following modifications to our
product labels. I will address t*~se modifications point by point as listed in my letter to
you of 02 April 2004. Please note that 1 will be working from, as the base format, the

current approved language from the labels most recently approved by USEPA.

Registration Numbers of Enclnced and Discussed Labels (three hard copies and one

identical pdf copy of each).

[ 17433020 timner and outer)

1 12455-088

12435-005
12435-009 , 12455-089 ,
| 12455-014 eevos vo. sewacr and outer) 12435090 }
12455-015 2455-068 (inner and outer) 12455-091 !
12435-016 12455-069 12455-092 -
12455-017 E~med T~ -2Pr12455-070 12455-093
12455-018 2455-071 12455-094
12435-019 2455-072 12435-095
12455-022 2455-075 12455-096
| 12435-024 2455076 - 12435-097
12455-025 1455-077 (inner and outer) 12455-100 (inner and outer)
| 12435-020 12455-078 CA-97-0015
| 12435-029 12435-079 OH-85-0001 B
12455-030 12455-080 OR-99-0034 )
12455-031 12455-081 MT-§9-0009 ]
12455-034 ©2455-082 PA-82-0016 |
12455-036 2455-083 VA-82-0015
12455-039 2435-084 3240-17
12455-056 2455-085 (inner and outer) 3240-28

2455-080

3240-42 (1nner and outer)

[ have organized these by prouuct type and have applied sticky notes indicating each

group.

14




Bell EPA Label Submission 060804 Page 2 of 6

Storage/Disposal:
Bell agrees with EPA that “Pesticide Storage” be changed on all labels to “Storage” as

product is intended to remain in it’s delivered packaging. Second, we agree that there
needs to be better, more consistent language in this section and to keep with compliance
with current Storage and Disposal Guidelines that we would have two specific categories
of statement:
For all non-homeowner based products, i.e., technical actives and concentrates,
there will be three subheadings: Storage, Pesticide Disposal, and Container
Disposal, with the language to remain as approved.

For all homeowner based products (those which could be potentially used around
homes), two subheadings will be used: Storage and Disposal, which will be stated
according to PR Notice 2001-6 and our current approved language as:

If empty: do not reuse this container. Place in trash or offer for recycling if
available.

If partially filled: Place in trash or call your local solid waste agency for disposal
instructions. Never place unused product down any indoor or outdoor drain.

This has been corrected on the following labels: 12455-5, 14, 15, 17, 18, 19, 22, !
29, 30, 34, 36, 39, 56, 57, 59,61, 67,68, 75, 76, 77, 78, 79, 80, &1, 82, &:
86, 89, 90, 91, 94, 95, 96,97, 100, 3240-17, 3240-28, 3240-42 '

Rat and Mouse Statement:
Bell had contested the “but it may take two or more days” portion of the statement. Bell

agrees with EPA that the statement, “Norway rats, Roof rats and House Mice usually
consume a lethal dose in a single night's feeding, but it may take two or more days from
the time of bait consumption for these rodents to die.” would remain for the bromethalin
baits as approved by EPA. No labels affected. .

Bell had also contested the “in a single night's feeding” portion of the statement. Bell
agrees with EPA that for the single-feeding baits (bromadiolone, brodifacoum and
bromethalin based baits) the statement, “Norway rats, Roof rats and House Mice usually
consume a lethal dose in a single night's feeding, but it may take two or more days from
the time of bait consumption for these rodents to die.” would remain as approved by
EPA. No labels affected.

Application Directions/Rats and Mice

Bell agrees with EPA that the subheading ‘“Follow-Up” under the Application Directions
section, as approved on several labels, makes more logical sense than a section called
“Rats and Mice” and should be changed on all labels to which it apples. Bell has made
this EPA recommended update to the following labels: 12455- 05, 19, 29, 34, 36, 39, 75,

76,78, 79, 80, 81, 83, 84, 86, §9, 90, 91, 94

—_—

Liq W”” Jufs o flected

e

\\W/-
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Bell EPA Label Submission 060804 Page 3 of 6

First Aid Section
The ffirst area of concern was over the EPA request for “boxes” around the First Aid
[i.a{e‘f section on a few labels. Bell and EPA agree that “bullet point” First Aid statements are
op g‘“ “acceptable. These will be used for all labels. Labels for which boxes were removed:

K
~ffed 12455- 16, 24, 56
B ]
Themas over the EPA@H_oniof inhalation and eye statements,

andprotective clothing requirements tp several of the|zinic phosphidg_‘]abels. Bell an

EPA agreed that Bell would submit these labels without these additions and would argue

and provide references to submitted data to demonstrate why these statements are not

applicable. EPA agreed to consider the argument and review it’s relevance in concert

with the data. 26187 F T can £md a supporting review , then T con
Z€ not, I witl! have +o )—(J‘tc‘f (T,

Z:ne Phos ,_,),;,(.Inha]ation: On September 17, 2003 Bell submitted an inhalation study with ZP Tracking
[nhalation Powder to EPA, MRID #46076701. The results of this study demonstrate that ZP
* racking Powder, with 10% zinc phosphide, has no measurable toxicity via inhalation.
7P go-kepNhile Bell will agree to place the inhalation cautions on ZP-80 and ZP Tracking Powder
2 P Tr. Pewlabel, due to it’s dusty nature, Bell feels that these results and the bait product’s solid

= Ietp form make it very clear that no inhalation statements should be expected on the 2% bait

2% remove labels.
tov

W/C,-'LE

2inc PherphoEyes: On June 25, 1999 Bell submitted an eye irritation study with ZP Rodent Bait to |
L ye Ir: EPA,MRID #44860004. The results of this study demonstrate that ZP Baits, with 2%
ZT?_:lm,, zinc phosphide, are rgted Category .IV, “Minimally Initating”: Be;ll feels that th'is result
2.6 Trackng and the product’s solid form make it very clear that no eye irritation hazards exist and the
fode, | associated statements should not be required, as Category IV does not require any
“‘ mo Fehstatements. Additionally, Bell has previously submitted to EPA a study, MRID
#46044401, demonstrating that the tracking powder also has a rating of only “Minimally
Irritating”. The ZP-80 label will remain as approved previously by EPA.

Expanded/Altered Precautionary Statements: based on the above information and that
discussed below for dermal toxicity, it is clear that no additional language can be
required. As stated above, labels submitted herein have these additional statements
removed and are consistent with previously agreed label language.

W%GHJ JThis entire argument/section only affects these eight labels: 12455-16, 18, 30, 59, 61, 85,
pewdust€3240-17, OR-990034 :

Wearing Gloves:
EPA has added a “Wear gloves if bait must be handled” statement. Bell does not agree

that this statement is required under EPA guidelines and 1s concerned that EPA is taking
an approach of requiring statements based upon personal feelings rather than
scientifically defensible facts.

16




Bell EPA Label Submission 060804 Page 4 of 6

Bell and EPA agreed that Bell would submit these labels without this statement and Bell
would argue and provide references to submitted data to demonstrate why this statement
is not applicable. EPA agreed to consider the argument and review it’s relevance in
concert with the data.

Scientific Evidence Argument:

Per the EPA Label Review Manual, August 2003 edition, Chapter 7, Precautionary
Statements, Table 1: Toxicity Categories; a Acute Dermal toxicity of greater than 5000
mg/Kg is equivalent to a Category IV rating. Further in the same chapter under Table 4 -
Typical Statements for Acute Dermal Toxicity, Category IV it is stated that "No
statements are required. However, the registrant may choose to use category III labeling."
Provided below are the MRID #s and submission dates for Acute Dermal studies for zinc
phosphide, bromadiolone, brodifacoum, bromethalin, and diphacinone, all of which
demonstrate Acute Dermal toxicity rates above 5000 mg/Kg. Bell did voluntarily add a
"wash hands" statement in good faith but we do not feel that the glove statement is
warranted. Bell feels that this requirement is unfounded based upon information in the

Agency's possession.

We did not conduct an additional Acute Dermal study for the warfarin baits but common
sense would lead one to reason that it would also be above 5000 mg/Kg. If the Agency
wishes to continue the glove statement requirement for the warfarin baits Bell will

comply.

Submitted Studies:

Zinc Phosphide: MRID #45923501, submitted: Aril 25, 2003
Brodifacoum: MRID #45885301, submitted: March 17, 2003
Bromadiolone: MRID #45885201, submitted: March 17, 2003
Bromethalin: MRID #45925501, submitted: April 28, 2003
Diphacinone: MRID #45923601, submitted: May 2, 2003

Real World Evidence Argument:

EPA has expressed concern that, while short term or single use exposure typical for home
users may present no dermal hazards, long term or repeated exposure may present a
cumulative exposure problem. While this scenario might seem feasible our own real
world experience proves otherwise. After all, there is no chance that any pest control
operator would ever have the level, extent, or repeated exposure degree that any
employee of the bait manufacturing plant would have.

Bell Laboratories, Inc. has been manufacturing the technical actives, concentrates and
baits for over 30 years. Bell manufactures over 10,000 lbs. of bait daily. Our employees
routinely handle up to several hundred pounds of bait in a single day by hand. While
gloves are available, most employees do not wear gloves as matter of choice and no
employees wear respirators when handling the solid, dry baits. Despite this potential high
level of both dermal and inhalation exposure, there have been no cases of sickness
associated with working with these baits. We have nearly a dozen employees who have
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been working with these products for over 20 years and they have NEVER shown any
signs of associated illness. In addition, we compile poison call reports from throughout
the United States and have not come across any confirmed instances of unintentional
human toxicity from exposure to any of our baits.

We appreciate what the EPA is trying to accomplish, but there is no scientific evidence or
real world justification to believe that unintentional exposure is a concem. The supposed
"worst case scenario” is represented every single day in our plant and nothing adverse has
come from it.

J
:ﬁfhis statement has been removed from the following labels: 12455-05, 14, 15, 17, 18, 19,
22,30, 34, 59, 61,77, 79, 80, 82, 85, 89, 90, 95, 96, 3240-17

Use Restriction Statement:

Bell had attempted to modify this statement fairly dramatically to bring it more in line
with actually, real world use situations. EPA was unable to accepted the scope of these
changes at this time and made other changes, making the label unusable. For the time
being, Bell and EPA have agreed to return the wording for this section back to that which
was previously approved by EPA. This will be dealt with again once EPA, the RRTF and
other concerned parties have found a common, agreeable ground and/or a final decision is
made. The following labels have been restored: 12455-34, 36, 39, 68, 75, 76, 79, 82, 86,

89,90,91,94,95,96,97,100 5, pudwd7

Sewer Statements:
Bell and EPA agree that for those labels which had cover letters mistakenly asking for the

sewer use statement to be removed from one part of the label while remaining under the
directions for use will be resubmitted with the statements restored. The following labels
have been corrected: 12455-34, 79, 82, 89,95 ¢ rmaL«*T

Side Issues: these issues are not in contention. This information is provided to ease
review of labels where other, non-related, correction or updates were made.

12455-67 and 12455-68: According to EPA, Bell had submitted these labels with too
many unidentified changes and needed to resubmit these with the changes identified. The

changes made to the labels are described below:

1) ““This station contains enough bait to kill more than one mouse. Refillable using Ditrac (Contrac)
All-Weather Blox and Easy Access Key (included).” These statements were added at based upon
discussions with EPA. .

2) First Aid, Precaution, Environmental, and Storage/Disposal statements have been updated as per
current EPA language.

3) Refill directions and associated graphics have been slightly updated based on product opening
system being updated.

4) All other parts are the same.
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No Problems: The following labels are acceptable to both Bell with changes requested

by EPA. In other words, these have no issues and submitted to allow EPA to have and

stamp labels which are correct without need for further comment: 12455-09, 25, 26, 31, _ﬂ/lu,fﬁ_j
70,72, 71, 88, 92,93, CA970015, OH850001, MT890009, PA820016, VA820015 1Sy

12455-17: As discussed via phone, separate from the issues above, the use sites have
been updated as per the IR-4. The wording used in these sections is consistent with that newn/
approved on the HACCO product label 2393-521 on Sept. 30, 2003. This is not an issue Uren_

for discussion.

12455-56: Separate from the above issues; under Selection of Treatment Areas it states,

*“...use suitable cardboard tubes or wooden tunnels securely attached to rafter...” [ have

had numerous pest control operators (this is a restricted use tracking powder) tell me that

they have no idea what a “wooden tunnel” is and they use PVC, sheet metal, and

cardboard tubes, pretty much in that order of preference. Bell has modified this part of .
this sentence to read “...use suitable PVC, sheet metal, cardboard, or similar rigid tubing

securely attached to the rafter...” Bell feels that this change does not alter the use pattern
of the product in any way and is a change which simply keeps up with the reality of the

times.

Dan, I know that this quite a lot. Hopefully this organization is useful and we will be able
to complete this by early September, before the next renewal period. If you need me to
provide clarification or whatever please do not hesitate to contact me.

Sincerely, /‘—"‘w

Craig A. Riekena
Compliance Manager
Bell Laboratories, Inc.
criekena@belllabs.com
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November 17, 2003

Bell Laboratories Inc. .
3699 Kinsman Boulevard &__G ; -/ ‘L g? 28
Madison, WI 53704 >

Attention: Mr. Craig A. Riekena

Subject: Liqua-Tox® II
EPA Reg. No. 12455-61
Your amended application of September 19, 2003

Purpose The purpose of this submission is to revise your label in accordance with PR
Notices 2001 and 2001-6 and to make other minor changes.

Label review  The labeling submitted with the above letter, under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) is acceptable, provided you submit one
(1) copy of final printed labeling to us, with the following changes, before you ship

your product.
1. On the Front Panel, under “Liqua-Tox”, add:

A Concentrate for Preparing Liquid Baits to Kill Norway Rats, Roof
Rats, and House Mice

2. Change “RATS & MICE” to “FOLLOW-UP”.

3. Begin “MIXING DIRECTIONS:” with “Wearing waterproof gloves,
thoroughly ... of water.
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4. Revise “CAUTION?” as follows:

Harmful if swallowed or absorbed through the skin. Causes eye
irritation. Avoid contact with skin, eyes, or clothing. Wear waterproof
gloves when handling the concentrate or liquid bait. Wash thoroughly
with soap and water after handling.

5. Modify the “First Aid” section as indicated in Enclosure 1.

Stocks of existing labels may be used for eighteen (18) months.

If these conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA section 6(e). Your release for shipment of
the product constitutes acceptance of these conditions.

If you have questions about this letter, please contact me at 703-305-5407 (by
phone¢), 703-305-6596 (by fax), or peacock.dan@epa.gov (by E-Mail).

Sincerely yours,

V. 4

Daniel B. Peacock, Biologist
Insecticide-Rodenticide Branch
Registration Division (7504C)

Dan Peacock, Disk128,A:\NA Salt of Diphacinone\12455-61, revised label,
10-28-2003.wpd
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Enclosure 1. Suggested First Aid Text for EPA Reg. No. 12455-61.

FIRST AID

Have label with you when obtaining treatment advice.

or clothing

If +Call a poison control center, doctor, or 1-877-854-2494 immediately
swallowed | for treatment advice.
*Have person sip a glass of water if able to swallow.
Do not induce vomiting unless told to do so by the poison control
center or doctor.
If on skin *Take off contaminated clothing.

*Rinse skin immediately with plenty of water for 15-20 minutes.
+Call a poison control center, doctor, or 1-877-854-2494 immediately
for treatment advice.

If in eyes

*Hold eye open and rinse slowly and gently with water for 15-20
minutes.

*Remove contact lenses, if present, after the first S minutes, then
continue rinsing eye.

+Call a poison control center, doctor, or 1-800-xxx-xxxx immediately
for treatment advice.

NOTE TO PHYSICIAN OR VETERINARIAN

If swallowed, this material may reduce the clotting ability of the blood and cause
bleeding. If ingested, administer Vitamin K, , intramuscularly or orally . Repeat as
necessary based on monitoring of prothrombin times.
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Liqua-Tox II

Mix contents of pouch with 1 quart of water.

ACTIVE INGREDIENT:
Sodium Salt of Diphacinone
(CAS #42721-99-3) oooiiiiee e, 0.106% R —
INERT INGREDIENTS: . .....oveeiiie e 99.894%
100.000% : AGORFTES:.
with COMMENTS*
KEEP OUT OF REACH OF CHILDREN in EPA Letter Dated:
CAUTION NOV 17 2003

FIRST AID

Under the Federal Insecticide,

HAVE LABEL WITH YOU WHEN OBTAINING TREATMENJ RIS§ICH, ontiide Act

IF SWALLOWED:

w the pesticide

registered under EPA Reg. Na,

*Call a poison control center, doctor, or 1-877-854-2494 immediately for treatment

advice.
*Have person sip a glass of water if able to swallow.

(2485~ 6/

Do not induce vomiting unless told to do so by the poison control center or doctor.

IF ON SKIN:
*Wash with plenty of soap and water.

NOTE TO PHYSICIAN OR YETERINARIAN

If swallowed, this material may reduce the clotting ability of the blood and cause
bleeding. If ingested, administer Vitamin K, intramuscularly or orally as indicated in
bishydroxycoumarin overdoses. = Repeat as necessary based on monitoring of

prothrombin times.

Net Contents: 1.68 fl. oz. (49.68 ml)

Manufactured by:
Bell Laboratories, Inc.
Madison, WI 53704
[ X R X J
EPA REG. NO.12455-61 EPA EST. NO. 12455-WPkJ..."*
HEAAT
[ XX 2
[ XX XN ] : e
: ¢ . :o . . R
XEXXX] . L
XXX ee oo
L ] ®
XY XX b
soe®
This Section For Product Label Identification Purposes Ouly: enee .
Liqua-Tox U, EPA Reg. No. 12455-61, Container Label. 191703 . : el
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DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its
labeling.
READ THIS LABEL: Read this entire label and follow all use directions and use
precautions.

IMPORTANT: Do not expose children, pets, or nontarget animals to rodenticides. To

help to prevent accidents:

1. Store unused product out of reach of children and pets.

2. Apply bait in locations out of reach of children, pets, domestic animals and nontarget
wildlife, or in tamper-resistant bait stations. These stations must be resistant to
destruction by dogs and by children under six years of age, and must be used in a
manner that prevents such children from reaching into bait compartments and
obtaining bait. If bait can be shaken from bait stations when they are lifted, units
must be secured or otherwise immobilized. Stronger bait stations are needed in areas
open to hoofed livestock, raccoons, bears, or other potentially destructive animals, or
in areas prone to vandalism.

3. Dispose of product container and unused, spoiled, or unconsumed bait as specified on
this label.

USE RESTRICTIONS: For control of Norway rats, roof rats and house mice in and
around homes, industrial and agricultural buildings, and similar man-made structures.
Do not place bait in areas where there is a possibility of contaminating food or surfaces
that come in direct contact with food. When used in USDA-inspected facilities, this
product must be applied in tamper-resistant bait stations. Do not broadcast bait.

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will
most likely find and consume the bait. Generally, these areas are along walls, by gnawed
openings, in or beside burrows, in corners and concealed places, between floors and
walls, or in locations where rodents or their signs have been seen. Protect bait from rain
and snow. Remove as much alternative food as possible.

MIXING DIRECTIONS: Thoroughly mix contents of one 1.68 fl. oz. package in 1
quart (32 fluid ounces) of water.

APPLICATION DIRECTIONS:

RATS: Provide a minimum of 1 pint (16 fluid ounces) of LIQUA-TOX II in each

dispenser (suitably-equipped bait station, chick fount, or other suitable device). If

infested area is large, or if rat population appears to be high, use dispensers at sevetaf *

locations. Space dispensers and refill them as needed to ensure that bait is exposed i m. a]],

infested areas where it can be used without putting nontarget organisms at risk. "elee
MICE: Provide 1/2-pint (8 fluid ounces) placements of LIQUA-TOX 1 in "sultalil'yr

equipped bait stations, chick founts, or other appropriate vessels. Placé dls ensers at

intervals of 8 - 12 feet in all infested areas where bait can be used vyl.thput putﬁng .

nontarget organisms at risk. verne .

This Section For Product Label ldentification Purposes Only: .
Liqua-Tox I, EPA Reg. No. 12435-61, Container Label, 091703 > v
Page 2 of 3
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RATS & MICE: Replace contaminated or spoiled bait immediately. Collect and
properly dispose of dead animals and bait that is no longer needed. Continue treatments
as long as target species are being controlled by bait and nontarget species are not at risk.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION: Harmful if swallowed. Wash thoroughly with soap and water after handling.

ENVIRONMENTAL HAZARDS
This product is toxic to fish, birds and other wildlife. Do not apply this product directly to
water or to areas where surface water is present or to intertidal areas below the mean high

water mark.
STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
PESTICIDE STORAGE: Store only in original container in a cool, dry place

inaccessible to children and pets. Keep containers closed and away from other chemicals.
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be placed
in trash or delivered to an approved waste disposal facility.

CONTAINER DISPOSAL: Do not reuse empty container. Dispose of empty container
by placing in trash, at an approved waste disposal facility or by incineration or, if allowed
by state and local authorities, by burning. If burned, stay out of smoke. Call your local
waste agency for any questions on proper disposal.

WARRANTY: Seller makes no warranty, expressed or implied, concerning the use of
this product other than indicated on the label. Buyer assumes all risk of use and/or
handling of this material when such use and/or handling is contrary to label instructions.

091703
©
(XXX XX} ¢

This Section For Product Label Identification Purposes Only:

Ligua-Tox H. EPA Reg. No. [2435-61, Container Label, 091703 o oo
Page 3 of 3
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aiczxxwm-nn TERM OF ISSUANCE
NOTICE OF PESTICIDE: J necisration [ o7 PesTicioe PRoBuET

REREGISTRATION

(Under the Feders! Inxecticide, Fungicide. Liqua-l' X I1
and Rodenticide Act, ox amended)

P ———
NAME AND ADDRESS OF REGISTRANY (Inciude ZIP code)

r =1 ‘
Bell Laboratories, Inc. s,’ a_'f‘ C{?z }

3699 Kinsman Boulevard Ig’
Madison, WI 53704
L Jd

NOTE: Changes in labeling formula differing in sobstonce from that sccepted in connectisn with this registration musat be
submitied to and sccepied by the Regustration Division prior to use of the label in commerce. In any correspondence on this
product always refer to the sbove U.S. EPA registration number.

On the basis of informsation furnished by the registrant, the above nsmed pesticide s hereby Registered /Reregistered under
the Federal Insecticide, Fungicide, snd Rodenticide Act.

A copy of the labeling sccepted in connection with this Registration/Reregistration is returned herewith.

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect

health and the enviroament, the Administrator, on his motion, may at any time suspend or cance!} the registration of a pest-

icide in accordance with the Act, The acceptance of any name in connection with the registration of a product under this

:ct i; not to be construed as giving the registrant a right to exclusive use of the name or te its use if it has been covered
y others,

This product is conditionally registered in accordance with
FIFRA sec. 3(c)(7)(A) provided that you:

1. Submit and/or cite all data required for registration/
reregistration of your product under FIFRA sec. 3(c)(5)
when the Agency requires all registrants of similar
products to submit such data; and submit acceptable
responses required for reregistration of your product
under FIFRA section 4.

2. Add the phrase, "EPA Registration No. 12455-61" to your
label before you release the product for shipment.

3. Submit one copy of your final printed labeling for both
the pouch and the outer carton before you release the
product for shipment. Refer to the A-79 Enclosure for a
further description of final printed labeling.

This registration will be subject to cancellation in
accordance with FIFRA sec. 6(e) if you do not comply with these
conditions. Your release for shipment of the product constitutes
acceptance of these conditions.

D ATTACHMENT IS APPLICABLE

SIGHATURE OF APPROVING o-:;lle o . CT ~’7 1992 |

EPA Form 85704 (Rev. $-76)

PREVIOUS EDITION MAY BE USED UNMTIL SUPPLY 15 ERMAUSTED.

UL OFD: 1T9RR-312018/0030)
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A stamped copy of the label is enclosed for your records.

At~

Robert A. Forrest

Product Manager (14)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

Enclosures: 1) Stamped label
2) A-79 BEnclosure
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September 25, 2003
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

CRAIG A. RIEKENA

BELL LABORATORIES INC
3699 KINSMAN BLVD
MADISON, WI 53704

PRODUCT NAME: LIQUA-TOX I

COMPANY NAME: BELL LABORATORIES INC
EPA FILE SYMBOL: 12455-61

EPA RECEIPT DATE: 09/23/03

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to

determine its acceptability for fast track status.

If you have any questions, please contact Registration Division, Risk Management Team
4, at (703) 308-7038.

Sincerely,

&ZWW

Front End Processing Staff
Information Services Branch
Information Resources and Services Division
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Please read Instructions on

reverse before completing form.

Form Al

proved. OMB No. 2070-0060. Approval expires 2-28-35

ZEPA

United States

Environmental Protection Agency
Washington, DC 20460

v

Registration OPP \dentifier Number
Amendment
Other

Application for Pesticide - Section |

1. Company/Product Number
12455-61

Daniel Peacock

2. EPA Product Manager

3. Proposed Classification

4. Company/Product (Name)
Ligua-Tox I

PM#

None D Restricted

5. Name and Address of App

Bell Laboratories, Inc.
3699 Kinsman Blvd
Madison, WI 53704

licant (/nclude Z/P Code)

D Check if this is a new address

EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(c)(3) (b)), my product
is similar or identical in composition and labeling to:

Product Name

Section Il

Amendment - Explain Below
Resubmission in response to Agency Letter dated

Notification - Explain below.

Final printed labels in response to
Agency Letter dated

"Me Too" Application.

Other - explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)

Amendment to label to meet compliance with PR Notices 2000-1 and 2000-6 and to correct several miscellaneous label language
inconsistencies which had crept in over the years. Please see cover letter (attached) dated September 19, 2003 for further details.

Section lll

1. _Material This Product Will Be Packaged In:

W ater Soluble Packaging

2. Type of Container

Child-Resistant Packaging Unit Packaging
. Metal
. Yes . Yes . Yes Plastic
Glass
No . No No | Paper
If "yes," No. per If "Yes," No. per Other (Specify)
+ Certification must be Unit Package wgt. container | Package wat. container
submitted.

3. Location of Net Contents information 4. Size(s) of Retail Container 5. Location of Label Directions

On Label

lz Label D Container 1.68 fl. oz. On Labeling accompanying product
6. Manner in Which Label is Affixed to Product Lithograph [—_Jother¢ )
Paper glued
¥ |Stenciled
Section IV
1._Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this applicaiton.) cos e
Name Title Telephone No. (hgJydg &fea Code)
Craig A. Riekena Compliance Manager (608%241-0202
(XXX ]
Certification seeed :6 Date App#cation
[ ]
I certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. . . Rece'!veg ..
| acknowledge that any knowingly false for misleading statement may be punishable by fine or imprisonment or csssge
both under applicable law. *.d’ (.Stamged)
L ] [ ]
[ X ]
2. Signature 3. Title et °*
) ) (X X X L4
T Compliance Manager coee
/ /
/ Typed Name ' 5. Date o .
y LN ] * ® :
Craig A. Rnekena September 19, 2003

FPA Fnrm RA70.1 {rev. R-94)

Pravinus editinns ara nhsoleta.

White -

FPA File Conv (arininal

Yellow - Annlicant n003 1
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. / 608/241-0202 / Fax: 608/241-9631

October 25, 1994

FEDERAL EXPRESS
# 2514411955

Mr. Robert A. Forrest

Product Manager (14)

Office of Pesticide Programs
Registration Division (H7505C)

U.S. EPA - Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202

RE: Certificates for a Registered Product
Dear Mr. Forrest:

Similarly to our previous requests, we are in need of your assistance concerning the registration
of our products abroad. Regulation Authorities require that we provide evidence of Bell
Laboratories, Inc.’s registration of our products in the U.S.A. They require a letter on official
EPA letterhead, signed by EPA personnel, testifying to the fact that Bell Laboratories, Inc.’s
products are registered and may lawfully be sold in the United States.

We are in need of a minimum of five (5) letters for the following registered products at your
earliest convenience:

PRODUCT NAME EPA Reg. No.
1. ZP Rodent Bait 12455-18
2. ZP-80 (Technical Zinc Phosphide) 12455-24
3. Contrac Rat and Mouse Bait _ 12455-36
4, Liqua-Tox II S 12455-61
5. Contrac Super-Size Blox » 12455-82

If you should have any questions, please contact us. Thank you for your assistance in this
matter.

Sincerely,

Bell Laboratories, Inc.

Patrice M. Lottes e s
Registration Assistant
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o % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
<

%S;uggf WASHINGTON, D.C. 20460

OFFICE OF
PESTICIDES AND TOXIC
SUBSTANCES

I, Robert A. Forrest, Product, Manager PM Team 14, Insecticide
Rodenticide Branch, Registration Division, Office of Pesticide
and Toxic Substances, U.S. Environmental Protection Agency do
hereby certify that the pesticide product listed below is
currently registered with this Agency under the Federal
Insecticide, Fungicide and Rodenticide Act and that the label
attached is a true, correct and compared copy of the label
accepted by our Agency, and that the product may be sold and
marketed in the United States of America for the uses indicated
on the label.

The product registration listed below has been issued to:
Bell Laboratories, Inc.

3699 Kinsman Boulevard
Madison, Wisconsin 53704

EPA Registration Number Name of Product
12455-61 Liqua-Tox II.

IN WITNESS WHEREOF
I have hereunto set my hand
affixed the Seal of the U.S.
Environmental Protection

| Agency on this third Day

o - of May, 1993

v ROBERT A. FORREST
<

@ Printed on Recyc§ Pger



Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. 608/241-0202 Fax: 608/241-9631

April 16, 1993
FEDERAL EXPRESS
# 2514412106
Mr. Robert A. Forrest
Product Manager (14)
Office of Pesticide Programs
Registration Division (H7505C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202

RE: Certificates for Registered Products
Dear Mr. Forrest:

We are in need of your assistance once again concerning the registration of several of our
products abroad. Regulation Authorities require that we provide evidence of Bell
Laboratories, Inc.’s registration of our products in the U.S.A. They require a letter on
official EPA letterhead, signed by EPA personnel, testifying to the fact that Bell
Laboratories, Inc.’s products are registered and may lawfully be sold in the United States.
These letters must also be notarized.

We have in the past received several of these types of letters from you and have enclosed a
iple copy for your convenience. We are in need of a minimum of five (5) letters for each
he following registered products at your earliest convenience:

PRODUCT NAME EPA Reg. No.
1. DITRAC Super-Size BLOX 12455-14
2. CONTRAC Super-Size BLOX 12455-82
3. QUINTOX Mouse Seed 12455-57
4. DITRAC Tracking Powder 12455-56
5. LIQUA-TOX II 12455-61

Thanks in advance. We appreciate your assistance in this matter.

Sincerely, ceceee

Bell Laboratories, Inc. cesees E...:.
Registration Specialist R
VID:pml

encl.
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. | 608/241-0202 Fax: 608/241-9631

October 28, 1992
FEDERAL EXPRESS
# 2514411454

Mr. Robert A. Forrest

Product Manager (14)

Office of Pesticide Programs
Registration Division (H7505C)

U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LIQUA-TOX II
EPA Reg. No. 12455-61
Your Letter Dated October 7, 1992

Dear Mr. Forrest:

Thank you for your review and for reconsidering the Agency’s
position on the pouch labeling.

Fnrlneed as requested please find a copy of the
for the pouch and for the outer packaging.

We anticipate to market this product in cartons in the following
sizes: 4 x 1.68 fl. oz. and 50 x 1.68 fl. oz.

If you should have any questions, please do not hesitate to
contact us.

Sincerely,

Bell Laboratories, Inc. seesee

‘7//[,/("/;/([( /) /dL (( AL n—

Victoria J. Dunnum
Registration Specialist

VJD:pml .o:oo.

Enclosures
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DIRECTIONS FOR USE itis a violation of Federat law 1o use this product in a manner inconsistent with its labeling.

READ THIS LABEL: Read this entire label and follow ali use directions and use precautions, b

IMPORTANT: Do not expose children, pets, or other nonlarget animals to rodenticides. To heip 0 prevent accidents:

1. Store product not in use in a location out of reach of children and pets. e .

2. Apply bait in locations out of reach of children, pets, domestic animals and nontarget wildlife, or in tamper-resistant bait

stations equipped for dispensing tiquid rodenticide baits. These stations must be resistant to destruction by dogs and by ————

children under six years of age, and must be used in a manner that prevents such children from reaching into bart
compartments and obtaining bait, If bait can be shaken from stations whan they are lifted, units must be secured or

otherwise immobilized. Even stronger bait stations are needed in areas open to hoofed livestock, raccoons, bears, or - —— ..

other potentially destructive animals, or in areas prone to vandalism.

3. Dispose of product container and unused, spoiled, and unconsurned bait as specmed on this label. N pmi——-

USE RESTRICTIONS: This product may be used to control Norway rats (|
in homes; in industrial, agricultural, and commercial buildings: and in similar manmade structures. Do not use

, roof rats (B, [attys), and house mice

LIQUA-TOX 1} in any area where there is a p

{ 1g {ood or
MIXING DIRECTIONS: Using a scissors, cut one 1.68 fl. oz. package where indicated and pour its contents into one quart (32

fl. oz.) of water, Mix LIQUA-TOX It and water thoroughty.

SELECTION OF TREATMENT AREAS: Determine areas where rats and mice will most likely find and consume bait. Generally,
these areas are aiong walls, by gnawed openings, beside burrows, in corners and concealed places, between floors and walls,

or in locations where rodents or their signs have been seen.
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RATS: Provide a minimum of 1 pint (16 fluid ounces) of LIQUA-TOX Il in each dispenser (suitably-equipped bait station, chick
fount, o¢ other suitable device). It infested area islarge, or if rat population appears 10 be high, use dispensers at several locations.
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Space dispensers and refillthem as needed to ensure that baitis exposed in allinfested areas where it can be used without putting

nontarg;( organisms at risk.
MICE:

nontarget organisms at risk.

rovide 1/2-pint (8 fluid ounces) placements of LIOUA-TOX Il in suitably-equipped bait stations, chick founts, or other e -
appropriate vessals. Place dispensers at intervals of 8-12 feet in all infested areas where bait can be used without putting

RATS & MICE: Replace contaminated or spoiled baitimmediately. Collect and property dispose of dead animals and bait that e -
is no longer needed. Continue treatments as long as target species are being controlled by bait and nontarget species are not !

at risk.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage or disposal.

TORAGE: Store only in originai container, in a dry place inaccessible to children and pets. e
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site or at an approved wasw @ .

disposal facil

ifity.
CONTAINER DISPOSAL: Securely wrap original container in several layers of newspaper ang qsqe¢ @ ash.




iqua-Tox
Mix contents of pouch with 1 quart of water

Kills Rats & Mice

ACTIVE INGREDIENT:

Sodium Salt of Diphacinone; (2-Diphenylacetyl-1,3-indandione).... 0.106%

INERT INGREDIENTS ...coooineiircirmrcsensrencsrnasesesnessssescssenssenssssnnsons 99.894%
TOTAL 100.000%

KEEP OUT OF REACH OF CHILDREN
CAUTION

(See back pansl for additional precautionary statements.)

NET CONTENTS: 4 x 1.68 Fl. Oz. (49.68 mli)

EPA Est. No. 12455-WI-1 EPA Reg. No. 12455-61

Mfg. by:

6 Bell Laboratories, Inc.

Madison, WI 53704 U.S.A.
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DIRECTIONS FOR USE .
1t Is a violatlon of Federal law to usa this product In a manner Inconsistent with its labeling.

READ THIS LABEL: Read this antlre label and follow all use directions and use precautions.

IMPORTANT: Do not expose children, pets, or other nortarget animals to roderticides. To help to prevent
accidents:

1. Store product not in use in a location out of reach of children and pets.

2. Apply baitInlocatlons out of reach of chlidren, pets, domestic animals and nontarget wildiife, or intamper-
resistant balt stations equipped for dispensing liquid roderticide balts. These stations must be resistant
to destruction by dogs and by chlldren under sixyears of age, and must be used Ina mannerthat prevents
suchchildrentrom reaching Into bait compartments and obtalning balt. lf bakt can be shakenfrom stations
when they are lifted, units must be secured or otherwise immobilized. Even stronger bait stations are
needed In areas open 1o hoofed livestock, raccoons, bears, or other potentially destructive animals, or
in areas prone to vandalism.

3. Disposs of product container and unusad, spolled, and unconsumed balt as specified on this label.
USE RESTRICTIONS:This product may be used to control Norway rats (Rattus norvegicus), roof rats (B.
raltus), and house mice (Mus musculus) in homes; in Industrial, agricultural, and commercial buildings; and In
simliar manmade structures. Do not use LIQUA-TOX Il In any area where there Is a pessibillty of contaminating
food or surfaces that come In direct contact with food.

MIXING DIRECTIONS: Using a scissors, cut one 1.68 1. oz. package where Indicated and pour its contarts Into
one quart (32 fi. 0z.) of water. Mix LIQUA-TOX |l and water thoroughly.

SELECTION OF TREATMENT AREAS: Determine areas where rats and mice wlll most likely find and
consume balt. Generally, these areas are along walls, by gnawed openings, beside burrows, in comers and
concsaled piaces, betwean floors and walls, or in locations where redents or their signs have been seen.

APPLICATION DIRECTIONS:

RATS: Provide a minimum of 1 pint (16 fluld ounces) of LIQUA-TOX |l In each dispensar (sultably-equipped
balt station, chick fount, or other sultable device). If infested area Is large, or if rat population appears to be high,
use dispansers at several locations. Space dispensers and refill them as needed to ensure that balt is exposed
in all Infested areas whars it can be used without putting nortarget organisms at risk.

MICE: Provide 1/2-pint (8 fluid ounces) placements of LIQUA-TOX I! In suitably-equipped balt statlons, chick
founts, or other appropriate vessels. Place dispensers at Intervals of 8-12 {eet In all Infested areas where balt
can be used without putting nontarget organisms at risk.

RATS & MICE: Replace contaminated or spoiled balt immedlately. Collect and properly dispose of dead
animals and bait that Is no longer needed. Continue treatments as long as target specles are being controiled
by balt and nontarget specles are not at risk.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS & DOMESTIC ANIMALS
CAUTION: Keep away from humans, domestic animals and pets. I swallowed, this material may reduce

the clotting abillty of the blood and cause bleeding. Exposure during pregnancy should be avolded. Avold
contact with skin, eyes, or clothing.

STATEMENT OF PRACTICAL TREATMENT
IF SWALLOWED: Call a physician or Polson Control Center immediately. Drink 1 or 2 glasses of water and
Induce vomiting by touching back of throat with finger. Do not induce vomiting or give anything by mouth to an
unconscious person.
IF IN EYES: Fiush eyes with plenty of water. Call a physiclan if Irritation persists.
IF ON SKIN: Wash with plenty of soap and water. B
NOTE TO PHYSICIAN: |t Ingested, administer Vitamin K, Intramuscularly or orally as indicated in
bishydroxycoumarin overdoses. Repeat as neccessary based on monitoring of prothrombin times.

ENVIRONMENTAL HAZARDS

Koep out of lakes, streams, or ponds. Do not contaminate water by cleaning of equipment or disposal of
wasles.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage or disposal.
STORAGE: Store only In original contalner, in a dry place inaccessible to chlldren and pets.
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site or at an
approved waste disposal facllity.
CONTAINER DISPOSAL: Securely wrap original container in several layers of newspaperand discard intrash.
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) DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner
inconsistent with its labeling.

READ THIS LABEL: Read this entire label and follow all use
directions and use precautions.

IMPORTANT: Do not expose children, pets, or other nontarget
animals to rodenticides. To help to prevent accidents:

1. Store product notin use in a location out of reach of children
and pets.

2. Apply baitin locations out of reach of children, pets, domestic
animals and nontarget wildlife, or in tamper-resistant bait
stations equipped for dispensing liquid rodenticide baits. These
stations must be resistant to destruction by dogs and by
children under six years of age, and must be used ina manner
that prevents such children from reaching into bait compart-
ments and obtaining bait. If bait can be shaken from stations
when they are lifted, units must be secured or otherwise
immobilized. Even stronger bait stations are needed in areas
open to hoofed livestock, raccoons, bears, or other potentially
destructive animals, or in areas prone to vandalism.

3. Dispose of product container and unused, spoiled, and uncon-
sumed bait as specified on this label.

USE RESTRICTIONS: This product may be used to control Norway
rats (Batlug norvegicus), roof rats (B, raltus), and house mice (Mus
in homes; in industrial, agricultural, and commercial
buildings; and in similar manmade structures. Do not use LIQUA-
TOX flin any area where there is a possibility of contaminating food
or surfaces that come in direct contact with food.
MIXING DIRECTIONS: Using a scissors, cut one 1.68 fi. oz. pack-
age where indicated and pour its contents into ane quart (32 fl. 0z.)
of water. Mix LIQUA-TOX Il and water thoroughly.
SELECTION OF TREATMENT AREAS: Determine areas where
rats and mice will mostlikely find and consume bait. Generally, these
areas are along walls, by gnawed openings, beside bumrows, in
comers and concealed places, between floors and walls, or in
locations where rodents or their signs have been seen.
APPLICATION DIRECTIONS:
RATS: Provide a minimumof 1 pint {16 fluid ounces) of LIQUA-TOX
il in each dispenser (suitably-equipped bait station, chick fount, or
other suitable device). If infested area is large, or if rat population
appears to be high, use dispensers at several locations. Space
dispensers and refill them as needed to ensure that bait is exposed
in all infested areas where it can be used without putting nontarget
organisms at risk.

Liqua-Tox 11

Mix contents of pouch with -1 quart of water

Kills Rats & Mice

ACTIVE INGREDIENT:

Sodium Salt of Diphacinone;
(2-Diphenylacetyl-1,3-indandione). ...  0.106%
INERT INGREDIENTS. ........ccoovurennnnes 99.894%

TOTAL 100.000%

KEEP OUT OF REACH OF CHILDREN

CAUTION

(See right panel for additional precautionary statements)

NET CONTENTS: 50 x 1.68 Fl. Oz. (49.68 ml)

EPA Est. No. 12455-WI-1 EPA Reg. No. 12455-61

Mig. by:

Bell Laboratories, Inc.
Madison, Wi 53704 U.S.A.

MICE: Provide 1/2-pint (8 fluid ounces) placements of LIQUA-TOX
Il in suitably-equipped bait smam cﬂi‘bk:gunts'& other appropri-

ate vessels. Place dispensed, a;mt als &32fe§tm all infested
areai where bait can be usad wnhout putting unnvget organisms
atris!

RATS & MICE: Replace contamlnated or spoTed baitimmediately.
Collect and properly dispose of dead animals and bait that is no
longer needed. Continue treatments as long as target species are
being controlled by bait and nontarget species are not at risk.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS & DOMESTIC ANIMALS

CAUTION: Keep away from humans, domestic animals and
pets. If swallowed, this material may reduce the clotting ability of the
blood and cause bleeding. Exposure during pregnancy should be
avoided. Avoid contact with skin, eyes, or clothing.

STATEMENT OF PRACTICAL TREATMENT
IF SWALLOWED: Call a physician or Poison Control Center
immediately. Drink 1 or 2 glasses of water and induce vomiting by
touching back of throat with finger. Do not induce vomiting or give
anything by mouth to an unconscious person.
IF IN EYES: Flush eyes with plenty of water. Cali a physician if
iritation persists.
IF ON SKIN: Wash with plenty of soap and water.
NOTE TO PHYSICIAN: If ingested, administer Vitamin K
intramuscularly or orally as indicated in b|shydroxycoumann
overdoses. Repeat as neccessary based on monitoring of
prothrombin times.

ENVIRONMENTAL HAZARDS

Keep out of lakes, streams, or ponds. Do not contaminate water
by cleaning of equipment or disposal of wastes.

STORAGE AND DISPOSAL
Da not contaminate water, food, or feed by storage or disposal.
STORAGE: Store only in original container, in a dry place inacces-
sible to children and pets.
PESTICIDE DISPOSAL: Wastes resuiting from the use of this
?m_tl{uct may be disposed of on site or atan approved waste disposal
acility.
CONTAINER DISPOSAL: Securely wrap original container in sev-
eral layers of newspaper and discard in trash.
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These labels would bear text identical to that on the
label accepted for the bag except for appropriate
differences in type sizes and in statements of contents.

We found that the squeeze-and-measure bottle performed
well during our first few trials but became erratic
thereafter. We encountered the following problems:

a. 1liquid squirting out when caps were not completely
reclosed, and

b. cardboard seals becoming separated from screw caps
and adhering to neck finishes, from which they had
to be separated manually.

These failures, which would cause exposure of users to
the product, were encountered before the container had
been emptied of one filling's worth of contents by the
squeeze—-and-measure method. We concluded, therefore,
that this type of packaging would not be preferable to
the plastic pouch which you favor. While the pouch and
the squeeze-and-measure bottle do not exhaust the entire
range of packaging that could be used for LIQUA-TOX IT,
the pouch was a clear winner in our limited tests of the
two.

2. We find the "DIRECTIONS FOR USE" on the proposed label
submitted on September 1, 1992, to be generally
acceptable. Because we feel that it would be safer and
more efficient if bags were cut with scissors than with
knives or other implements, we feel that the label should
require use of scissors. We conclude, therefore, that
your pouches should bear the direction "CUT HERE" at the
same spot where this direction appears on the label for
"STEARNS EXTRA-STRENGTH CLEANER" and that the "MIXING
DIRECTIONS" should be amended to read as follows:

"MIXING DIRECTIONS: Using a scissors, cut one
1.68 fl. oz. package where indicated and pour
its contents into one quart (32 fl. oz.) of
water. Mix LIQUA-TOX II and water thoroughly."

Please make these changes to your final printed labels.
Submit final printed labels for the pouch and for
representative outer packaging and, for our records,
indicate the quantities (numbers of pouches per unit) in
which you anticipate marketing this product.

With the resolution of the packaging issue discussed above,
the requirements for registration of this product have been
satisfied except for the outer carton labeling. We will make
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 US.A. | 608/241-0202 [ Fax: 608/241-9631

September 1, 1992
FEDERAL EXPRESS
# 2514411351

Mr. Robert A. Forrest

Product Manager (14)

U.S. Environmental Protection Agency
Office of Pesticide Programs
Registration Division - (H7505C)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LIQUA-TOX I
EPA File Symbol: 12455-AR
Your Letter Dated August 5, 1992 and
Our Meeting of August 5, 1992

Dear Mr. Forrest:

Enclosed, please find four water-filled sample pouches of the size and type proposed
for LIQUA-TOX II as per our meeting. Please refer to our submission of December 10,
1990 for information from our packager regarding the construction of the pouch.

We have always felt that the single-dose plastic pouch is a safe and effective way to
package a liquid bait concentrate. LIQUA-TOX (containing Sodium Warfarin), EPA
Reg. No. 12455-22, has been sold in these pouches for over ten years. During that time,
there has not been a single incidence of a leaky or punctured pouch reported to us, nor
have we received ary complaints regarding the use and safety of opening and mixing
the concentrate.

In an effort to be reasonable and comply with the Agency's wishes, we did agree, as you
noted, to package the product in a plastic bottle. We then contacted our distributore to
find out what type of bottle was considered most convenient by the end-user and 'had
the least problems with leakage. (It has been our experience that bottles with caps are
generally much more prone to leaking than sealed pouches.) The bottle which wds
recommended, and which is currently used for insecticides which are more toxje,thgn
the product we are proposing, was the one we presented at our August 5, 1992 meéfing.
We were quite disappointed with what we considered to be an unreasonable critique of
this bottle by the Agency. Hence, we have decided to return to our original positien;
which also represents our honest feehng on what is most reasonable for this pEddufct.
That is, that a single-dose plastic pouch is the most effective choice for packagmg this
product.
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Mr. Robert Forrest
Page 2 (cont.)
September 1, 1992

A single-dose plastic bottle for this product is completely impractical. If one had a
product with several million dollars in annual sales, then one could purchase bottles
in large quantities and invest in automated, high-speed packaging equipment which
would make the product cost-effective. For a product with potential sales of only about
$40,000 annually, packaging it in this manner would be cost-prohibitive. We also
honestly feel that a small child would be more apt to be able to open and drink a
significant quantity from a small bottle than they would a small plastic pouch of the
type we are proposing.

Although the market is small, there are specific instances in which a liquid bait is the
best choice for rodent control. Since we endeavor to have a complete line of rodent
control products, we desire to have an effective liquid bait product in our line. To our
knowledge, we are the only company which currently markets a liquid bait product at
all.

Our basic feeling on the matter is that the Agency is over reacting to a perceived
problem which has simply not been shown to exist. In summary, we feel that the

single-dose plastic pouch is the most reasonable and safest option for this product. We
would greatly appreciate your reconsideration.

Enclosed, also, please find five (5) copies of our proposed label for this product, revised
as per your above-mentioned letter.

Thank-you for your time and consideration. We look forward to a favorable review.
Sincerely,

Bell Laboratories, Inc.

Cisse W. Spragins, Ph.D. e, .,
Technical Director

CWS:pml scee

Enclosure
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Liqua-Tox 11

Mix contents of pouch with 1 quart of water.
ACTIVE INGREDIENT: )

Sodium Salt of Diphacinone; (2-Diphenylacstyl-1,3-indandions). ... 0.106%
INERT INGREDIENTS 89.894%
TOTAL 100.000%

KEEP OUT OF REACH OF CHILDREN
CAUTION

DIRECTIONS FOR USE
It is a violation of Federal law to usa this product in a mannaer inconsistent with its labeling.

READ THIS LABEL: Read this entire label and follow all use directions and use precautions.

IMPORTANT: Do not expose children, pats, or other nontarget animals to roderticides. To help
10 pravent accidents:

1. Store product not in use in a location out of reach of children and pets.

2. Applybattinlocationsoutof reachof children, pets, domestic animals and nontarget wildlife,
orin tamper-resistant bait stations equipped for dispensing fiquid rodenticide baits. These
stations must be resistant to destruction by dogs and by children under six years of age, and
must be usad ina mannerthat prevents such children from reaching into bait compartments
and obtaining bai. If balt can be shaken from stations when they are lifted, units must be
secured or otherwisa immobilized. Even stronger bait stations are needed in areas open
to hoofed livestock, raccoons, bears, or other potartially destructive animals, or in areas
prone to vandalism.

3. Disposa of product container and unused, spoiled, and unconsumed bait as specified on
this label.

USE RESTRICTIONS:This product may be used to control Norway rats (Batlus nosyeqicus), roof
rats {B._rattug), and house mice (Mug musculus) in homes; in industrial, agricultural, and
commercial buildings; and in similar manmade structures. Do not use LIQUA-TOX It in any area
where there is a possibility of contaminating food or surfaces that come in direct contact with food.
MIXING DIRECTIONS:Thoroughly mix contents of one 1.68 {l. oz. package in 1 quart (32 fluid
ouncas) of water.

SELECTION OF TREATMENT AREAS: Determine areas where rats and mice will most likely find
and consume bait. Generally, these areas are along walls, by gnawed openings, beside burrows,
in comers and concealed places, between floors and walls, or in locations where rodents or their
signs have been seen.

APPLICATION DIRECTIONS
RATS: Provide aminimum of 1 pint (16{luid ounces) of LIQUA-TOX Ilin eachdispenser (suitably-
equipped bait station, chick fount, or other suitable device). If infested area is large, or if rat
population appears to be high, use dispensars at several locations. Space dispensers and refill
them as needed to ensure that bait is exposed in all infested areas where it can be used without
putting nontarget organisms at risk.
MICE: Provide 1/2-pint (8 fluid ounces) placements of LIQUA-TOX Il in suitably-equipped bait
stations, chick founts, or other appropriate vessels. Place dispensers at intervals of 8-12 feet in
all infested areas where bait can be used without putting nontarget organisms at risk.
RATS & MICE: Replace contaminated or spoiled baitimmediately. Collect and property dispose
of dead animals and bait that s no longer needed. Continue treatments as long as target species
are being controlled by bait and nontarget species are not at risk.

PRECAUTIONARY STATEMENTS
HAZARDS TOHUMANS & DOMESTIC ANIMALS
CAUTION: Keep away from humans, domestic animals and pets. If swallowed, this material may
reduce the clotting ability of the'blood and cause bleeding. Exposure during pregnancy should be
avoided. Avoid contact with skin, eyes, or clothing.

STATEMENT OF PRACTICAL TREATMENT
IF SWALLOWED: Call a physician or Poison Control Center immediately. Drink 1 or 2 glasses
of waterand induce vomiting by touching back of throat with finger. Do not induce vomiting orgive
anything by mouth to an unconscious person.
IF IN EYES: Flush eyes with plenty of water. Call a physician if irritation persists.

IF ON SKIN: Wash with plenty of soap and water. e oo Pl
NOTE TOPHYSICIAN: If ingested, administer Vitamin K, intramuscularty or orally as indicated ®etee® « " 3
in bishydroxycoumarin overdoses. Repeat as neccessary based on monitoring of prothrombin cee
times, _ . ToReoees

ENVIRONMENTAL HAZARDS . L]
Keap out of lakes, streams, or ponds. Do not contaminate water by cleaning of equipment or (XX} secee
disposal of wastes. e cetes

oo *
STORAGE AND DISPOSAL . .
Do not contaminate water, {ood, or feed by storage or disposal. sevsee
STORAGE: Store only in original container, in a dry place inaccessible tc children and pets. ¢ e o
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of onsite s oo i
or at an approved waste disposal facility. ¢ . :, o’ LA XX XY
CONTAINER DISPOSAL: Securely wrap original container in several layers of newspaper and e’ ee’
discard in trash. ete %,
L4 oo

EPA Est. No. 12455-WI-1 EPA Reg. No. 12455-61

NET CONTENTS: 1.68 Fl. Oz. (49.68 m])

Bell Laboratories, Inc.
Madison, WI 53704 U.S.A.

Mtg. by:



LRD ORANCH RLEVIEW — 1050

Record Number(s)

D182291 9/8/92 10/7/92
' ] o

N ESTICACY

FIIE QR REG. NO. _ 12435-AR

PETITION OR (. PERMIT NO.

DATE DIV. ROC=IvED 9/2/92

o ss=M4issicN 9/1/92

o
i

FeMISSICN AocTorsn  9/8/92

PE PROOUCTS(S): I, D, K, F, N, RX S

DATA ACCESSION NO(S) . no new efficacy data

DROOXT M=R. NO. 14

PRODUCT NA=(S) LIQUA-TOX II

C:I".PANY 2= Bell Laboratories, Inc.

SU2MISSIUN PURPCSE registration, settle disputes regarding packaging

CAEMICAL & rORMUTATION _ 0.106% Sodium Salt of Diphacinone liquid concentrate
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Efficacy Review: LIQUA-TOX II, 12455-AR
Bell Laboratories, Inc.
Madison, WI 53704

200.0

200.1

200.2

201.0

INTRODUCTION

Uses

A 1.06% Sodium Salt of Diphacinone liquid concentrate
proposed for registration for mixing into water baits for
control of Norway rats, roof rats, and house mice

vin homes; industrial, agricultural, and commercial
buildings; and in similar man-made structures."

Background Information

See product jacket, especially efficacy reviews of 6/19/90,
10/19/90, 11/20/90, and 3/7/91. The current submission is
a letter of 9/1/92, to which is appended a copy of a
revised proposed label. The letter primarily is concerned
with issues relating to the packaging of the product. The
proposed revised label incorporates the expanded statements
on bait protection which appeared in the format labels

appended to the Reregistration Eligibility Document (RED)
for Warfarin.

DATA SUMMARY

No new efficacy data were submitted. Efficacy data
previously submitted for this product were accepted in the
efficacy review of 3/7/91 and in EPA's letter of 8/14/91.

In its letter of 9/4/90, Bell described the packaging to be
used for this product as a "3 1/4 inch x 4 1/4 inch pouch
containing 1.68 fl. o2. of product." 1In some cases, these
“pouches" would be packed 50 to a carton. It still is not
clear whether they would be sold only in 50-pouch lots or
whether they would be sold in other ways, including as
individual pouches. I became concerned that this type of
package could be punctured accidentally and that its
contents might be spilled while users (which could include
the general public) were attempting to mix baits.

Bell recently provided examples of the type of packaging
which it claims to use for this product. The samples were
loaded with water and were labeled for "STEARNS EXTRA-
STRENGTH CLEANER" rather than for LIQUA-TOX II or any of
Bell's other liquid concentrate products.
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Robert Forrest (Product Manager 14) and I examined these
plastic bags and found them to be far stronger and easier
to use and to empty than we had expected. The bags poured
nearly empty. It is possible to puncture the bags with the
tip of a ballpoint pen, but some effort is required. We
concluded that this type of packaging was appropriate for
providing measured amounts of concentrate for preparing
liquid baits and that container failures in use would be
unlikely if a scissors was used to open the packs at the
point where the cleaner's label says "CUT HERE."™ We
remained concerned about the possibility of damage to bags

in commerce (including in shopping carts) if there were no

outer package to protect the plastic bag.

Although Bell previously had indicated that bags of LIQUA-
TOX II would be sold in 50-pouch lots packed in a box,
Bell has not submitted a label for such a carton.

In her letter of 9/1/92, Cisse Spragins states that Bell
believes that this

", . . single-dose plastic pouch is the most
effective choice for packaging this product."®

Dr. spragins claims that using single-dose bottles would be
cost-prohibitive for a specialty product such as this one
and that bottles

“, . . are generally much more prone to leaking
than sealed pouches."

Bell provided an example of a two-capped, squeeze-and-
measure type of bottle allegedly used for insecticides as a
possible alternative package for this product. oOur
informal testing of this bottle indicated that it worked
successfully at first but that accidents occurred upon
repeated usage. These accidents included liquid squirting
out if one or both of the caps were not screwed on tightly
and the separation of the "measure! side's cap from its
liner. The liner was left behind on the neck finish and
had to be removed by hand and inserted back into the cap,
from which it separated once again during the next
simulated usage. oOur limited experience with the two types
of packages suggested to us that Bell's pouch would be
safer to handle and use. However, the pouch and the
squeeze~-and-measure bottle would not exhaust the range of
possible packaging for this product.

The use directions on the label submitted on 9/1/92 are
acceptable, but the bag's label should indicate that the
bags should be cut with a scissors as knives or other
implements may result in rougher and more hazardous cutting.

2
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202.0 CONCLUSIONS

1.

We have read your letter of S8eptember 1, 1992, and have
examined the water-filled samples of the type of
package that you propose to use for this product and
the '""squeeze-and-measure" bottle which you provided to
us on August 5, 1992. We found the water-filled
plastic bag to be stronger and easier to use than we
had anticipated. We obtained a clean cut and a
reasonably clean pour when we used a scissors to cut
the bags at the place indicated on the label.

As this bag is somewhat resistant but not nearly
impervious to punctures, we conclude that it would not
be appropriate to ship or market this package unless it
were placed within another container. We believe that
you already would be likely to use an outer container
of some sort unless you were to sell 1.68-fl-o2z bags
individually.

Assuming that the pouring behavior of your product is
similar to that of the water in the bags that we
examined, we have concluded that the 1.68-fl-oz bag may
be used for this product, provided that the bags are
packed within a labeled outer container. If you elect
to sell 1.68-fl-oz bags individually, you still must
sell them in some sort of labeled outer container such
as a small box. All outer containers used for this
product at the point of retail sale must bear complete
labels. These labels would bear text identical to that
on the label accepted for the bag except for
appropriate differences in type sizes and in statements
of contents.

We found that the squeeze-and-measure bottle performed
well during our first few trials but became erratic
thereafter. We encountered the following problems:

a. liquid squirting out when caps were not completely
reclosed, and

b. cardboard seals becoming separated from screw caps
and adhering to neck finishes, from which they had
to be separated manually.

These failures, which would cause exposure of users to
the product, were encountered before the container had
been emptied of one filling's worth of contents by the
squeeze-and-measure method. We concluded, therefore,
that this type of packaging would not be preferable to
the plastic pouch which you favor. Wwhile the pouch and
the squeeze-and-measure bottle do not exhaust the

3
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William W.
Principal

entire range of packaging that could be used for LIQUA-
TOX II, the pouch was a clear winner in our limited
tests of the two.

We find the "DIRECTIONS FOR USE" on the proposed label
submitted on September 1, 1992, to be generally
acceptable. Because we feel that it would be safer and
more efficient if bags were cut with scissors than with
knives or other implements, we feel that the label
should require use of scissors. We conclude,
therefore, that your pouches should bear the dlrectlon
“CUT HERE" at the same spot where this direction
appears on the label for "STEARNS EXTRA-STRENGTH
CLEANER" and that the YMIXING DIRECTIONS" should be
amended to read as follows:

U"MIXING DIRECTIONS: Using a scissors, cut
one 1.68 fl. oz. package where indicated and
pour its contents into one quart (32 fl. oz.)
of water. Mix LIQUA-TOX II and water
thoroughly."

Please make these changes to your final printed labels.
Ssubmit final printed labels for the pouch and for
representative outer packaging and, for our records,
indicate the quantities (numbers of pouches per unit)
in which you anticipate marketing this product.

Jacobs
Specialist: Rodenticides

Insecticide-Rodenticide Branch

October 7,

1992
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. | 608/241-0202 | Fax: 608/241-9631

August 7, 1992

FEDERAL EXPRESS
#2514411336

Mr. Robert A Forrest.

Product Manager (14) °

U.S. Environmental Protection Agency
Office of Pesticide Programs
Registration Division-(H7505C)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LIQUA-TOX II "
EPA File Symbol: 12455-AR
Your letter dated January 21, 1992
Dear Mr. Forrest:
Enclosed please find three (3) copies of the final report for Product
Chemistry guidelines 63-17 (Storage Stability) and 63-20 (Corrosion
Characteristics). This completes our submission of Product Chemistry in
support of this new product.
We look forward to a favorable review.
Sincerely,
Bell Laboratories, Inc.
M«Q KQ"W"”’“‘“

Victoria J. Dunnum ‘
Registration Specialist I

VJD:pml

Enclosures
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TRANSMITTAL DOCUMENT:

NAME AND ADDRESS OF SUBMITTER:

Bell Laboratories, Inc.
3699 Kinsman Blvd.
Madison, WI 53704

REGULATORY ACTION IN SUPPORT OF WHICH THIS PACKAGE
IS SUBMITTED:

@ 40 CFR §158.150 - 190; GRN 63-17 and 63-20

Product Chemistry
Liqua-Tox II, EPA File Symbol: 12455-AR

TRANSMITTAL DATE:
August 7, 1992
LIST OF SUBMITTED STUDIES:

Volume 1: Series 63: Physical and Chemical Characteristics of
243U | Liqua-Tox II

©

Company Official: %Mﬂxﬂamm RN

Afictoria J. Dunnum R <
Registration Specialist o

ety

Company Name: Bell Laboratories, Inc.

Company Contact: Cisse W. Spragins Phone: (608) 241-02()2‘ |

e Bell Laboratories, Inc. 3699 Kinsman Blvd. Madison, Wi 53704 « 608/241-0202 « Fax: 608/26@1
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IF IN EYES: Flush eyes with plenty of water. cCall a
physician if irritation persists.

IF ON S8KIN: Wash with plenty of socap and water

NOTE TO PHYSICIAN: If ingested, administer Vitamin
K, intramuscularly or orally as indicated in
bishydroxycoumarin overdoses. Repeat as necessary
based on monitoring of prothrombin times.

ENVIRONMENTAL HAZARDS

Keep out of lakes, streams, or ponds. Do not
contaminate water by cleaning of equipment or
disposal of wastes."

c. If the container is changed from a pouch to a plastic
bottle, the "CONTAINER DISPOSAL" statement must be
changed to read

"CONTAINER DISPOSAL: Do not reuse empty container.

Rinse bottle thoroughly. Then securely wrap empty
bottle in newspaper and discard in trash."”

3. Please note that an outer carton label must be submitted

if this product is to be sold with an outer package.

Sincerely yours,

Robert A. Forrest
Product Manager (14)

Insecticide-Rodenticide Branch
Registration Division (H7505C)

08/04/92:ERICKSON:DISK4:12455~AR.LBL

\
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BACKGROUND: The registrant, Bell Laboratories, requests that
Liqua Tox Il be registered using acute toxicity data gathered
using DITRAC Tracking Powder (12455-56) due to similar per-
centages of active ingredient in the two products. The
registant did not request registration based on substantially
similar formulation, but based on previous dealings they have
had with other products which were batched under Registration
E1igibility Documents (REDs) for the active ingredient war-
farin., The acute toxicity data for Ditrac was reviewed by
Donna Williams 8/13/86. The MRID numbers of the acute
toxicity data for the Ditrac Tracking Powder are 00158434,
00158436 through 00158440, 00158438 and 00164171.

RECOMMENDATIONS: RSB/PRS findings are:

The acute toxicity datg of Ditrac Powder cannot be used to
support Liqua Tox Ilf%n the basis of similarity of percentages
of active ingredient or batcnhing of otner active ingredients.
dowever, from an acute toxicological standponint, data generated
using Ditrac Tracking Powder may be used to support Liqua ToX
II based on substantiaily similar formulas.

LABELING:

1. The precautionary statements under Hazard to Humans and
Domestic Animals should be revised to:

“Harmful if absorbed througn skin. Causes moderate eye
irritation. Avoid contact with skin, eyes or clothing.
Hash thorougnhly with soap and water after handling."

N
.

-

he statements of practical treatment should be revised to:

"If in eyes: Flush eyes with plenty of water. Call a

physician if irritation persists.”

Both products should display the following statement:

"If on skin: Wash with plenty of soap and water. Get
medical attention.”

The following labeling was obtained from Ditrac Tracking
Powder. It is not supported by the acute toxicity data,
but is suggested because it was found to be applicable to
Ditrac. The PM Team should decide whether alternative
lTabeling language would better represent the hazards posed
by Liqua Tox II.

w

"This product can be absorbed through the skin, so it should
be nandled with gloves. Keep away from humans, domestic
animals or pets. This material may reduce the clotting
ability of the Hlood and cause hleeding. Exposure during
pregnancy saould be avoided. Do not contaminate feed or
foodstuffs."
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"If swallowed: Call a physician or Poison Control Center
immediately."”

"Note To Physician: If ingested, administer Vitamin Ky
intramuscularly or orally as indicated in bishydroxycoumarin
overdoses. Repeat as necessary based on monitoring of pro-
thrombin times."”

4. As Ditrac Tracking Powder and other anticoaggulant roden-
ticides are classified as restricted use pesticides, the
PM Team should decide whether this product should also
pe classified as a restricted use pesticide or if alterna-
tive labeling language is sufficient to offset the hazard
posed by this product.
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. | 608/241-0202 / Fax: 608/241-9631

May 5, 1992

FEDERAL EXPRESS
# 2028124663

Mr. Robert A. Forrest

Product Manager (14)

U.S. Environmental Protection Agency
Office of Pesticide Programs
Registration Division-(H7505C)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LI1QUA-TOX II
EPA File Symbol: 12455-AR

Dear Mr. Forrest:
Enclosed for your review please find five (5) copies of new proposed
labeling for the above mentioned product. Please disregard the proposed

labeling previously submitted.

We have revised the labeling to be consistent with the Warfarin R.E.D.,
as well as our several recently approved products. (ie. to contain the
[ )

new directions for use paragraphs.) soe vee
We look forward to your review of our labeling, as well as our Prodkﬁt: :....,
Specific Chemistry Data submitted on January 2, 1992, . oo
If you should have any questions, please contact us. Thank you for §;Lr cesee
time and consideration. oo o .
Sincerely, °. ".
Bell Laboratories, Inc. .:..: et ot

YALLUL LG U L/UMELLWMU

Registration Specialist
VID:pml

Enclosures
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. Liqua-Tox

Mix contents of pouch with 1 quart of water.

ACTIVE INGREDIENT:
Sodium Salt of Dcphacmone (2 Dlphenylaceryl-l 3-|ndand|one) 0.106%
INERT INGREDIENTS ...
TOTAL 100.000%

KEEP OUT OF REACH OF CHILDREN
CAUTION

DIRECTIONS FOR USE
It is a violation of Federal law t0 use this product in a manner inconsistent with its labeling.

READ THIS LABEL: Read this entire label and follow all use directions and use precautions.

IMPORTANT: Do not expose children, pets, or other nontarget animals 1o rodenticides. To help
to prevent accidents:

1. Stors product not in use in a location out of reach of children and pets.

2. Applybattiniocations out of reachof children, pets, domestic animals and nontarget wildlife,
orin tamper-resistant bait stations equipped for dispensing fiquid rodenticide baits. These
stations must be resistant to destruction by dogs and by children under six years of age, and
must be used ina manner that prevents such children from reaching into bait compartments
and obtaining bait. If bat can be shaken {rom stations when they are lifted, units must be
sacuyrad or otherwise immobilized. Even stronger bait stations are needed in areas open
10 hoofed livestock, raccoons, bears, or other potertially destructive animals, or in areas
prone to vandalism,

3. Dispose of product container and unused, spoiled, and unconsumed bait as specilied on
this label.

USE RESTRICTIONS: This product may be used to control Norway rats {Baitys poryeqicus), roof
rats (B, rattus), and house mice (Mus musculus) in homes; in industrial, agricultural, and
commercial buildings; and in similar manmade structures. Do not use LIQUA-TOX Il in any area
where there is a possibility of contaminating tood or surtaces that come in direct contact with tood.
MIXING DIRECTIONS:Thoroughly mix contents of one 1.68 {l. 0z. package in 1 quart (32 fluid
ounces) of water,

SELECTION OF TREATMENT AREAS: Determine areas where rats and mice will most likely find
and consume bait. Generally, these areas are along walls, by gnawed openings, beside burrows,
in comers and concealed places, between floors and walls, or in locations where rodents or their
signs have been seen.

APPLICATION DIRECTIONS
RATS: Provide aminimum of 1 pint (16 fluid ounces} of LIQUA-TOX llineachdispenser (suitably-
equipped bait station, chick fount, or other suitable device). If infested area is large, or if rat
population appears to be high, use dispensers at several locations. Space dispensers and refill
them as needed to ensure that bait is exposed in all infested areas where it can be used without
putting nontarget organisms at risk.
MICE: Provide 172-pint (8 fluid ounces) placements of LIQUA-TOX !l in suitably-equipped bait
stations, chick founts, or other appropriate vessels. Place dispensers at intervals of 8-12 feet in
all infested areas where bait can be used without putting nontarget organisms at nisk.
RATS & MICE: Replace comaminated or spoiled bait immediately. Collect and properly dispose
of dead animals and bait that is no longer needed. Continue treatments as long as target species
are being controlled by bait and nontarget species are not at risk.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS & DOMESTIC ANIMALS
CAUTION
Keep away from humans, domestic animals and pets. Do not expese bait where humans,
livestock, poutry, pets, or wildlife candrink it. Do not comaminate water by cleaning of equipment
or disposal of wastes. Apply this product only as specified on this label.

IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of water and
induce vomiting by touching back of throat with finger. Do not induce vomiting or give anything
by mouth to an unconscious person.

it swallowed by humans, domestic animals, or pets, this material may reduce the clotting ability
of the blood and cause bieeding. In such case intramuscular and oral administrations of Vitamin
K, combined with blood transfusions are indicated as in the case of hemorrhage caused by
overdoses of bishydroxycoumarin.

ENVIRONMENTAL HAZARDS
Keep out of lakes, streams, or ponds.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage or disposal.
STORAGE: Store only in original container, in a dry place inaccessible to children and pets.
PESTICIDE DISPOSAL: Wastes resuling fromthe use of this product may be disposed of on site
or at an approved waste disposal facility.
CONTAINER DISPOSAL: Securely wrap originat container in several layers of newspaper and
discard in trash.

EPA Est. No. 12455-Wi-1 EPA Reg. No. 1245561

NET CONTENTS: 1.68 F). Oz. (49.68 ml)
Mtg. by: _

Bell Laboratories, Inc. i
Madison, W1 53704 U.S.A. |
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. | 608/241-0202 | Fax: 608/241-9631

November 19, 1991

FEDERAL EXPRESS
# 7922557215

Mr. Robert A. Forrest

Product Manager (14)

U.S. Envirommental Protection Agency
Office of Pesticide Programs
Registration Division-(H7505C)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LIQUA-TOX II
EPA File Symbol: 12455-AR
Your Letters Dated Oct. 24 and Oct. 28, 1991

Dear Mr. Forrest:

Thank you for your review of our Product Chemistry data submitted August

13, 1991. The following is our response to your comments received in
the October 24, 1991 letter.

1. In reference to the CSF:

a. With regard to your request for the registration number for
Sodium Diphacinone Technical, the only registration.for a
product containing Sodium Diphacinone is EPA Reg. No. 3240-17
which is a water .soluble concentrate at 0.106%Z. Sodium
Diphacinone Technical is not registered, as it 1s not sold as
a technical-grade product. As it is used in pesticide
products, however, generic data are required through the EPA
Reregistration process currently underway. In responsc tc
Phase 2 of the reregistration process for Sodium Diphacinone,
Chemical No: 67705, the complete Product Chemistry package for
Sodium Diphacinone technical was submitted by our.sister
company, Motomco Ltd. in August 1990. This submission was
assigned MRID numbers: 41613401 and 41613402 aad contuiaed
the full manufacturing procedure, impurity analysis, ete., for
Sodium Diphacinone Technical. | '

......



Mr. Robert Forrest
Page 2 (cont.)
November 19, 1991

wﬂen’EPA reviewed the data, they advised us to resubmit the
package as we had mistakenly marked some pages as
"confidential" which were not allowed to be. We resubmitted
the data with the corrections in December, 1990. This
submission was assigned new MRID numbers: 41727801, 41727802,
and 41727803. These studies should contain all the necessary
chemistry information for Sodium Diphacinone Technical.

b. We have made the appropriate corrections to ensure that
our CSF and product chemistry data are consistent.

Enclosed please find a CSF dated 10-31-91, which
supercedes the CSF dated 5/1/90, as well as three (3)
copies of each corrected page to be included in the
Product Chemistry volumes. These pages include:

Volume 2: Page 2 of 17
Page 4 of 17

Volume 3: Page 4 of 49

c. We have provided the identical pH value which is in the
chemistry data on the revised CSF.

d. We have provided the identical density value which is in
the chemistry data on the revised CSF.

We have provided the mixing time and temperature within
Guideline 61-~2(b) ‘as required by the Pesticide Assessment
Guidelines. Enclosed please find three (3) copies of a
revised Page 6 of 17 to be incorporated within Volume 2.

We have included three (3) copies of the revised page 5 of 33
of Volume 4, which reflects that the storage stability study,
Guideline 63-17, is in progress. However, for your
information only, (not to be included in the Product Chemistry
volumes) we have enclosed a progress report of the study. The
study completion date is.June 1992.

44444
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Mr. Robert Forrest
Page 3 (cont.)
November 19, 1991

Regarding your letter of October 28, 1991, please be advised that we
wish to cite the following MRID Numbers in order to fulfill the
toxicological data requirements:

MRID #
81-1 Acute oral toxicity - Rat 000158434
81-2 Acute dermal toxicity - Rabbit/Rat 00158439
81-3 Acute inhalation toxicity - Rat 00158440
81-4 Primary eye irritation -~ Rabbit 00158438
81-5 Primary dermal irritation 00158437 &

00164171
81-6 Dermal sensitization 00158436

These studies were conducted on DITRAC Tracking Pdwde;, EPA Reg. No.
12455-56, which contains 0.27 Diphacinone. EPA provided groupings of
Warfarin products which were considered similar for the purposes of
Acute Toxicity testing in the Warfarin R.E.D., (please see attached
copy). Group 2 contains (among other things) EPA Reg. No. 655-443 -~
Prentiss' Tracking Powder (1.07 Warfarin) as well as EPA Reg. No.
12455-22 -~ Bell's LIQUA-TOX (0.547% Warfarin, Sodium Salt). Therefore,
Acute Toxicity data on one of these products will suffice for both.
Given this grouping, we feel it is reasonable to cite Acute Toxicity
studies conducted on DITRAC Tracking Powder (0.27 Diphacinone) as
applicable to LIQUA-TOX II (0.106% Diphacinone, Sodium Salt).

Lastly, the Agency questioned the similarity of LIQUA-TOX II to Motomco
Water Sotuble Rodenticide Concentrate (EPA Registration No. 3240-17).
Please be advised that the CSF dated 7-24-73 for 3240-17 is correct.

The product contains 0.1067% Diphacinone, Sodium Salt. LIQUA-TOX I1 also
contains 0.1067 Diphacinone, Sodium Salt. Both products are then
diluted in water by the same proportion to obtain the liquid bait.

If you should have further concerns, please contact us. We look forward
to a favorable review.

Sincerely,

Bell Laboratories, Inc.

‘/;'/_\

Cisse W. Sprgains (‘n:
Manager of Research & Development ‘

CWS:pml EERE
Enclosures . N
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The inspectors report that Bell tested baits containing more
than one active ingredient in the same room and that Bell placed
newly acquired animals in the same room where tests were being run.
I believe that the first of these practices is appropriate for the
types of studies being run but find that failure to quarantine new
animals is inexcusable.

The laboratory efficacy tests audited involved bait formu-
lations prepared with low concentrations of non-volatile toxicants.
- I see no reason for EPA to insist that products such as these,
if they contain different active ingredients, must be tested in
separate rooms. For volatile materials, such a requirement is
appropriate. With volatiles, control-group subjects also would
have to be housed separately from toxicant-exposed subjects. The
only likely problems with testing baits containing two different
active ingredients in one room would result from sloppy lab work.
Running tests in separate rooms would not prevent confounding of
studies if personnel were careless or incompetent.

The problems with placing newly acquired animals ("incoming
test systems" in GLP parlance) in the same room with animals being
used in tests are that the new animals might vector diseases or
parasites into the facility and that the presence of such agents
would alter the test results. The potential impact of additional
sources of mortality on laboratory efficacy tests of rodenticide
baits would be the overrating of bait effectiveness.

As a check against confounding sources of mortality in the
laboratory, EPA's protocols for performance of rodenticide baits
require use of a control group kept under the same conditions as
the test group but not exposed to the toxic bait. If there are
more than two mortalities in the control group, the test is
invalidated. (Bell has reported deaths among control- group animals
in at least one laboratory efficacy study.)

Because the effects of diseases or parasites could interact
synergistically with those of the bait, newly acquired animals must
be quarantined as an added precaution to reduce the likelihood that
test group animals would die from causes other than those directly
associated with the bait under study. Quarantining also would seem
to be in the laboratory's own best interests, as the presence of
disease can lead to complete shutdown a facility and invalidation
of all of its recent animal research.
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. | 608/241-0202 | Fax: 608/241-9631

guM’?Ha
((a\/%7

February 10, 1992

FEDERAL EXPRESS
# 7922557694

Mr. Robert A. Forrest

Product Manager (14)

U.S. Environmental Protection Agency
Office of Pesticide Programs
Registration Division-(H7505C)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LIQUA-TOX II
EPA File Symbol: 12455-AR
Your Letter Dated February 5, 1992

Dear Mr. Forrest:

Enclosed per your request please find three (3) copies of the missing
page in Volume 2, page 5 of 5.

Please include it in the Volume and assign a MRID#. Again, we are sorry
if this misunderstanding has caused any inconveniences. We look forward
to hearing from you regarding this matter.

Sincerely,

Bell Laboratories, Inc.

Siadscee' Q My .

Victoria J. Dunnum E"E'E * :'
Registration Specialist * ¢ o .
[E N NN N [ A NN N]
VJD/an .oo' . .
ceses :ooooo
Enclosures cosee’ *
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. 608/241-0202 Fax: 608/241-9631

January 31, 1992

FEDERAL EXPRESS
# 7922557871

Mr. Robert A. Forrest

Product Manager (l4)

U.S. Environmental Protection Agency
Office of Pesticide Programs
Registration Division-(H7505C)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LIQUA-TOX II
EPA File Symbol: 12455-AR
Your Letter Dated January 21, 1992

Dear Mr. Forrest:

Enclosed per your request, please find three (3) copies of each of the
following pages, which were apparently missing in our submission &gted

January 2, 1992 . . E..:.E
VOLUME 2 - Page 5 . e .
o:o es oo
VOLUME 3 - Page 17 . ces ®
* *

Please attach them to the volumes and assign an MRID # for the coﬁb}eted see oo

volumes. . ee °
e o ® Y Y}
. A XX N J e
We are sorry if this has caused you any inconveniences. If you ghould

have any questions regarding this matter, please do not hesitate &t8se
contact us. We look forward to your review.

Sincerely,

Bell Laboratories, Inc.

victtoria J. uvunnum
Registration Specialist

VJD:pml

Enclosures
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Contact William Erickson at 703-305-5408 or 305-6600 if you
have any questions about this letter.

Enclosure: Report of Analysis for

1/16/91:ERICKSON:DISK 4:12455-AR.REJ

Sincerely yours,

Robert A. Forrest

Product Manager (14)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

Compliance with PR Notice 86-5
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U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

BELL LABORATORIES
3699 KINSMAN BLVD.
MADISON, WI 53704

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 01/07/92. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your data submittal was found to be partially in
compliance with the standards for submission of data
contained in PR Notice 86-5, with the exceptions noted
below. A copy of your transmittal bibliography is
enclosed, annotated with the Master Record ID’s (MRIDs)
assigned to each document accepted. Please use these
numbers in all future references to these documents.
If deficiencies were found which apply to individual
accepted studies, they are listed below following the
applicable MRID. Any document which has been assigned a
MRID has been accepted under PR Notice 86-5. If any
comments related to a MRID appear on this report, they
are provided for your information and reference when
preparing future submissions. Some individual documents
were not acceptable, and all copies are being returned
to you for correction for the reasons indicated below.
These rejected studies have been assigned separate
identification numbers which are annotated on both the
enclosed bibliography and the rejected document labels.
The rejected studies and their deficiencies are
described below.

Rejected study [02] :
* Judging from the pagination of the study,
pageg....f o0 hhnn were omitted from the submitted
copy. WN&S

Rejected study [03]
* Judging from the pagination of the study,

pageg....(T...... . were omitted from the submitted
copy . WGS
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TRANSMITTAL DOQCUMENT:

a21574- 25

AME AND ADDRE

Bell Laboratories, Inc.
3699 Kinsman Blvd. -
Madison, WI 53704

F SUBMITTER:

REGULATORY ACTION IN SUPPORT OF WHICH THIS PACKAGE

IS SUBMITTED:

40 CFR §158.150 - 190 Product Chemistry
Liqua-Tox II EPA File Symbol: 12455-AR

TRANSMITTAL DATE:

0 January 2, 1992

LIST OF BMITTED STUDIES:

Volume 1: Administrative Materials

Volume 2: 61 Series
61-1(a) Product Identity
To replace 61-1(b) Statement of Formula and Product Composition
MRID # 61-2(a) Description of Beginning Materials
41996601 61-2(b) Manufacturing Process

‘Rejecred (62) 61-3

Discussion of Formation of Impurities

Appendix [

%olume 3: 62 Serics :
CIECrad ‘ 62-1 Preliminary Analysis
@ To /rcpl(a(zch @)3) 62-2 Certified Limits
MRID # 62-3 Analytical Method
41996602 Appendix I
Volume 4: 63_Series
4215747  63-2 Color 63-16 Explodability
To replace 63-3 Physical State 63-17 Storage Stability L
MRID # 63-4 Odor 63-18 Viscosity el
41996603 63-7 Density 63-19 Miscibility
63-12 pH 63-20 Corrosion Charact.
63-14 Oxidizing/Reducing 63-21 Dielectric Voltage
63-15

Company Official:

Company Name:
Company Contact:

e Bell Laboratories, Inc.

Fla mability/ﬂ Appendix III G
/1’/’/27/{0. Uptnun 1-2-92 L

Victoe(a J. Dunnum - Registration Specialisth ' i
Bell Laboratories, Inc. L Y
Cisse W. Spragins Phone: (608) 241-0202

3699 Kinsman Blvd. » Madison, Wl 53704 ¢ 608/241-0202 » Fax: 608/84631




“ Bell Laboratories, Inc.

3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. [ 608/241-0202 | Fax: 608/241-9631

January 2, 1992

FEDERAL EXPRESS
# 7922557506

Mr. Robert A. Forrest

Product Manager (14)

U.S. Environmental Protection Agency
Office of Pesticide Programs
Registration Division-(H7505C)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LIQUA-TOX 11
EPA File Symbol: 12455-AR
Your Letter Dated December 11, 1991
Qur Letter Dated November 19, 1991

Dear Mr. Forrest:

Enclosed as requested, please find three (3) copies of the revised
Product Chemistry volumes. These volumes, which were assigned MRID #'s
419966-01, 419966-02, and 419966-03 for Volumes 2, 3, and 4,
respectively, now include the corrected pages. As you may recall,
"replacement pages" were originally enclosed within our November 19,
1991 letter.

As discussed in our previous letter, only the following pages have had
changes from the last submission:

Volume 2: Page 2 of 17, Page 4 of 17, Page 6 of 17-
Volume 3: Page 4 of 49
Volume 4: Page 5 of 33

The changes made in Volume 2 and 3 were made to ensure that our Product
Chemistry Data was consistent with our CSF, as well as the addition of
the mixing time and temperature for Guideline 61-2(b). Volume 4's
change reflected the status of the Storage Stability study.
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Mr. Robert Forrest
Page 2 (cont.)
January 2, 1992

Lastly, we have once again included, in Volume 1, a "Progress Report for
Storage Stability and Corrosion Characteristics'", as well as a copy of a
single page within the Warfarin R.E.D. These two pages were mistakenly
returned to us with the '"replacement pages'. They are enclosures to our
November 19, 1991 letter and should be reviewed by the Agency. They are
not part of the Product Chemistry.

Thank you for your cooperation in this matter. If you should have any
questions, please do not hesitate to contact us.

Sincerely,

Bell Laboratories, Inc.

// C/"/Lc / /L LL AL L~

Victoria J. Dunnum
Registration Specialist

VJD:pnml

Enclosures

33
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a21574- 20
TRANSMITTAL DOCUMENT:

NAME AND ADDRESS OF SUBMITTER:

Bell Laboratories, Inc.
3699 Kinsman Blvd. -
Madison, WI 53704

REGULATORY ACTION IN SUPPORT OF WHICH THIS PACKAGE
IS BMITTED:

40 CFR §158.150 - 190 Product Chemistry
Liqua-Tox II EPA File Symbol: 12455-AR

TRANSMITTAL DATE:

m January 2, 1992

LIST OF SUBMITTED STUDIES:

Volume 1: Administrative Materials
Volume 2: 61 Series
61-1(a) Product Identity
To replace 61-1(b) Statement of Formula and Product Composition
MRID # 61-2(a) Description of Beginning Materials
41996601 61-2(b) Manufacturing Process
o 5\ 01-3 Discussion of Formation of Impurities
Rejecred (az) Appendix 1 P
Volume 3: 62 Series
.’26,LC(€OL_(¢3) 62-1 Preliminary Analysis
@ To replace 62-2 Certified Limits
MRID # 62-3 Analytical Method
41996602 Appendix 1II
Volume 4: 63 Series
42157407  63-2 Color 63-16 Explodability
To replace 63-3 Physical State 63-17 Storage Stability '
MRID # 63-4 Odor 63-18 Viscosity
41996603 63-7 Density 63-19 Miscibility
63-12 pH 63-20 Corrosion Charact.
63-14 Oxidizing/Reducing 63-21 Dielectric Voltage °.

63-15 Flammability Appendix III
Company Official: /‘/f‘//) Upren 1°2-F2

VlCtO a2 J. Dunnum - Registration Spemahst RS
Company Name: Bell Laboratories, Inc. .
Company Contact: Cisse W. Spragins Phone: (608) 241—0202

6 Bell Laboratories, Inc. 3699 Kinsman Blvd. » Madison, Wi 53704 ¢ 608/241-0202 « Fax: 608/8431




85



36



87



Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. [ 608/241-0202 | Fax: 608/241-9631

November 19, 1991

FEDERAL EXPRESS
# 7922557215

Mr. Robert A. Forrest

Product Manager (14)

U.S. Environmental Protection Agency
Office of Pesticide Programs
Registration Division-(H7505C)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202

RE: LIQUA-TOX 1L
EPA File Symbol: 12455-AR
Your Letters Dated Oct. 24 and Oct. 28, 1991

Dear Mr.

Forrest:

Thank you for your review of our Product Chemistry data submitted August

13, 1991.

The following is our response to your comments received in

the October 24, 1991 letter.

1. In reference to the CSF:

a.

With regard to your request for the registration number for
Sodium Diphacinone Technical, the only registration for a
product containing Sodium Diphacinone is EPA Reg. No. 3240-17
which is a water soluble concentrate at 0,.1067Z. Sodium
Diphacinone Technical is not registered, as it is not sold as
a technical-grade product. As it is used in pesticide
products, however, generic data are required through the EPA
Reregistration process currently underway. In responsc tc
Phase 2 of the reregistration process for Sodium Diphacinone,
Chemical No: 67705, the complete Product Chemistry package for
Sodium Diphacinone technical was submitted by our sistér
company, Motomco Ltd. in August 1990. This submicsion was
assigned MRID numbers: 41613401 and 41613402+ axd :containec
the full manufacturing procedure, impurity analysis, etg.,, for
Sodium Diphacinone Technical. . * '
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Mr. Robert Forrest
Page 3 (cont.)
November 19, 1991

Regarding your letter of October 28, 1991, please be advised that we
wish to cite the following MRID Numbers in order to fulfill the
toxicological data requirements:

MRID #
81-1 Acute oral toxicity - Rat 000158434
81-2 Acute dermal toxicity - Rabbit/Rat 00158439
81-3 Acute inhalation toxicity - Rat 00158440
8l-4 Primary eye irritation - Rabbit 00158438
81-5 Primary dermal irritation 00158437 &

00164171
81-6 Dermal sensitization 00158436

These studies were conducted on DITRAC Tracking Powder, EPA Reg. No.
12455-56, which contains 0.27 Diphacinone. EPA provided groupings of
Warfarin products which were considered similar for the purposes of
Acute Toxicity testing in the Warfarin R.E.D. (please see attached
copy). Group 2 contains (among other things) EPA Reg. No. 655-443 -
Prentiss' Tracking Powder (1.0% Warfarin) as well as EPA Reg. No.
12455-22 ~ Bell's LIQUA-TOX (0.54% Warfarin, Sodium Salt). Therefore,
Acute Toxicity data on one of these products will suffice for both.
Given this grouping, we feel it is reasonable to cite Acute Toxicity
studies conducted on DITRAC Tracking Powder (0.27% Diphacinone) as
applicable to LIQUA-TOX IT (0.106% Diphacinone, Sodium Salt).

Lastly, the Agency questioned the similarity of LIQUA-TOX II to Motomco
Water Soluble Rodenticide Concentrate (EPA Registration No. 3240-17).
Please be advised that the CSF dated 7-24-73 for 3240-17 is correct.

The product contains 0.106% Diphacinone, Sodium Salt. LIQUA-TOX II also
contains 0.106% Diphacinone, Sodium Salt. Both products are then
diluted in water by the same proportion to obtain the liquid bait.

If you should have further concerns, please contact us. We look forward
to a favorable review.

Sincerely, .
:...:.
Bell Laboratories, Inc. Tt ¢
/ | ..:..E : ....
Cisse W. Sprgains ...:. ‘e’ o
Manager of Research & Development . .
CWS:pml .o:oo.
Enclosures teecse
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dated July 24, 1973. If the percent active ingredient
is 0.106% as stated on the CSF, then it will be
considerably less in solution when diluted one
tablespoon concentrate to one quart of water as
specified in the DIRECTIONS on the product label.
Please clarify. Update the CSF if it is in error.

Sincerely yours,

Robert A. Forrest

Product Manager (14)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

10/28/91:ERICKSON:DISK 1:12455-AR.TX
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 US.A. | 608/241-0202 /| Fax: 608/241-9631

September 4, 1991

FEDERAL EXPRESS

# 7922556644
Mr. Robert A. Forrest

Product Manager (l4)
Insecticide-Rodenticide Branch
Registration Division (H7504C)
Office of Pesticide Programs

U.S. Environmental Protection Agency
401 M. Street, S.W.

Washington, D.C. 20460

RE: LIQUA-TOX II1
EPA File Symbol: 12455-AR
Your Letter Dated August 14, 1991

Dear Mr. Forrest:
We appreciate your constructive comments regarding our efficacy studies.

Regarding the acute toxicity studies, we would maintain that our

product LIQUA-TOX II is toxicologically similar to EPA Registration
Number 3240-17, Motomco Water Soluble Diphacinone Rodenticide
Concentrate (0.1067 Sodium Diphacinone). We also expect that at the
time of Phase 5 of Reregistration of Diphacinone, that EPA will provide,
in a manner similar to Warfarin, a grouping of products that are deemed
similar for the purposes of acute toxicity testing. We would like to
then request that EPA grant us at least a conditional registration for
LIQUA-TOX II, contingent upon our meeting the acute toxicity
requirements which will be set forth at the time of Phase 5 of
Reregistration of Diphacinone. We are currently intensively involved in
generating the extensive generic data required for the Reregistration of
Diphacinone.

We appreciate your time and consideration.

Sincerely, v e
Bell Laboratories, Inc. :. Ek: .
Ud—\ .o:oo; E-'-:O
’ .. ee
Cisse W. Spragins e “eew.
Manager of Research & Development et .
[ ) o0
* :‘.'
CWS:pml .
(X XX XN J

g;‘i;z&/cru./
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Pursuant to 40 CFR 152.105, if the above requested
information or a written request for additional time is not
submitted to the Registration Division within 75 days of receipt
of this notice, the application will be administratively
withdrawn. 1In that event, any subsequent submission relating to
the same product must be submitted as a new application.

Contact William Erickson at (703) 557-4408 or 557-2600 if
you have any questions about this letter.

Sincerely yours,

Robert A. Forrest

Product Manager (14)
Insecticide-Rodenticide Branch
Registration Division (H7504C)

10/24/91:ERICKSON:DISK 1:12455-AR.PC
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PRODUCT CHEMISTE . /'

-}
(A

o1 SR Revxe?.-ev:: ’ IND12A Cm yeoLn i e s qu !"7} q )
EPA REG. NO.: JZU]55 - AR - " PRODICT NAME: ] IQUA —Tox '9_:_: ‘

Please provide the requested information for the following checked items:

1. [ ] Submit the product specific product chemistry data for your product. [ ] If
submitted earlier, provide MRID Number(s). [ ] Your product is not sufficiently
similar to the product you referenced.

2. In reference to the Confidential Statement of Formula (CSF), please provide the

following: l‘/‘" P(/

a)\/{H of product or pH at a specified water dxluuon.wu‘w dh}’ﬂ

)‘D\’l . N
.[ ! b\)/{{ i—*"nSL?Of product.. . C SE S'blu JFQA N/n d“’)'a Sl@'&’i a> (.0 33{/66:5 P‘ec:u.C)ﬁ” é/
%[ 1 cglash point of product.

{ 1 d) Flash point of product with propellent as per item #6{(q) or item #5(c).

{ !l e) Flame extension of product including flashbacks if noted. e
.

{ ] f) The upper and lower cerufxed limits based on the pure active anredxents
rather than the technical or concentrate.

active 1 =] 1 l pure active form.

1 je upper @r:i lower certified limits of the individually added inerts.
Vronwe e

’V/ % No - oJV 1o QGWIL.C_ Qb ad’wé ng&ed‘)@q/

c |
{ i) %
&\ \(\\@\\

‘ /
(
I 3) ﬂo\\c\“ )ch\

3. ¢ Based on the current CSF dated 5"} : ., your product will -ae+ meet
the label claim for the active ingredient. i -

the a,louv&’ Correctemy g /o~ rw..cy(,u ré "wlil/J

/&LlojeC«l"'
o CAF pedand w2 SN M gy e Pk N
e w3t \:w(}}\ o~ f & N =% n €2-2_ .
el comopel WS M sl0Re . Dade

should Voo C o T3 e A
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[ — : +
‘ ~

\“"\
v ' -2-
“120000T CEE{ISTRY REVIZH (cont'd:

4. [ ) Provide the chemical id-enr_ity of all components, the ‘percentage composition, CAS
Registry Number, and Material Safety Data Sheet (two copies) for the following
compounds:

‘. .

2.

3.

: | ®
. ,

The supplier may contact EPA directly referencing the File Symbol or EPA
Registration Number in their response. For dyes, provide the color index and CAS
Registry Numbers for all components. For perfumes and flavorings, provide for
each component in the mixture: the chemical name, CAS Registry Number, amd the
percentage or range in percentage in the mixture. Certify that flavors are non-
food type. The confidential information submitted by the suppliers is kept
confidential under FIFRA Section 10.

S. In the proposed labeling, provide the following information: ) ..

(1] a) Update the label Storage and Pesticide and Container Disposal Statements in
accordance with [ ] PR Notice 84-1 for non-aerosol containers for houses and
insti tutional uses or [ ] PR Notice 83-3 for all other uses. . .

{ ] b) Add the heading PHYSICAL OR CHEMICAL HAZARDS to the label and the appropriate
statement per 40 CFR 156.10(h)(2)(iii).

{ 1 ¢) Under the heading PHYSICAL OR CHEMICAL HAZARDS, list the product as Extremely
Flammable (because your proaduct contains flammable propellents).

{ ] d) Provided that the solvent does not have insecticidal activity, it should be
removed from tha ingredient statement active ingredient listing amd the
percentage added to the inert ingredients. If the solvent has insecticidal
properties, provide the EPA Registration Number.

{1 e) Add a footnote to the inert ingredients indicating: - Contains .
pe troleum distillates, xylene or xylene-range aramatic solvent.

(] £f) Since your data matrix does not provide a dielectrical breakdown vol tage, you
must add the following statement to the Physical or Chemical Hazards heading:

Do not use this product in or on electrical equipment
due to the possgibility of shock hazard.
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(1

(1

g)

h)

i)

3=
PRODUCT CHEMISTRY REVIEW (cont'd)

The terms active ingredient(s) and inert ingredients should be in the same
type size, be aligrned to the same margin and be equally praminent.

6. In reference to the product specxfx.c data requxrements provide the following
information:

(1

a)

b)

tatement of Composition: A complete description of the manufacturing/
formulation process. Describe equipment used, mixing time, temperature,

[cessure, etc. ~ SPe(:EI W Md\ulw wncler ghaktmen] T
C

g echen -
Discussion of Formatign of Unintentional Ingr xents' A bnef description of
impurities formed during the manufacturing/fomulation process, in packaging
or during storage. If you do not expect any meurxues during these stages,

please so state. : )
izowl (_crl/\bccl [x 7 are gltu-e _
Cert ficatiop’of Limi i of each ac

=\

},~ indi¥idual}ly added jAert camponent. Ower limit for t
\ aust the same as the 1 el claim in pure
C ai} T Lmn[’)a-nguln are e (U\(,\ [y .
d) Analytic Method: Provide the me s used to lyze for the active -

ingredients or a full reference for a published methad or MRID Number(s).

e.)/ Color: In common terms.

f)/ Physical State: e.g., solid, liquid, pressurized liquid, etc.

g)

h)

i)

Odor: In common terms.

\|0°3
Density: .g., lbs/ga.llon for liquids or lbs/cu.ft. for solids.

vd

9 . .
pH: Proviélg3pﬂ of product or pH of a specified water dilution.

j)/Oxidi‘zing or Reducing Action: Note these characteristics, 1f any.

k)
v

L)

m)

n)

o)

Expiodability: Note these characteristics, if any.

boord 0
Viscosity: Can be expressed in centipoise or centistokes.

Miscibility: Note these characteristics if product is an emulsifiable liquid
‘and mixed with oil. W|¥&

Corrosion Charactetisti;:s: This information can be noted during the storage
vV stability study. :
et te de Ll uc) Q»U e
Dielectric Breakdown Vol e: For products used near electrical equipment.
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-4 -
PRODUCT CHEMISTRY REVIEW (cont*d)

(W %)Aorage Stability: The formulated product must be analyzed for its active
ingredients at time zero and during one year of storage. The storage should
be at warehouse conditions of temperature and humidity and stored in the
praduct's canmercial package. Note: For the storage stability study, you
may not reference the data on source product concentrate you are using to
formulate your praduct. a

mu«d‘muu (- qcudypdo(z—— Mmind. dafe 7 bt
{ ] q) Flamnability: Flash point/flame extension. The flash point reported exceeds

8.

the one expected for th's praduct. Please check and resubmit. Mixtures

marké ted under pressure, including those containing hydrocarbons, are subject

in their entirety to tests indicated in 40 CFR Section 156.10(h)(2)(1iii) of
the maxipackage. Note that flash points for pressurized liquids are
‘conveniently measured after collecting the expelled liquid from the container
in an open cup chilled with dry ice (Refer to Aerosol Guide, CSMA).

{1l If any of:ti_he items are not applicable, write N.A. and explain reasons as

(

specified under chemistry data requirements footnotes. See 40 CFR Part 158.

] The following is the reqgulatory status of the inert ingredients under 40 CFR
180.1001 for the exemption of the requiremeat of a tolerance:

Additional Comments:




99



-2-
PRODUCT CHEMISTRY REVIEW (cont’d)

Provide the chemical identity of all components, the percentage composition, CAS
Registry Number, and Material Safety Data Sheet (two copies) for the following
compounds:

5.

The supplier may contact EPA directly referencing the File Symbol or EPA
Registration Number in their response. For dyes, provide the color index and CAS
Registry Numbers for all components. For perfumes and flavorings, provide for
each component in the mixture: the chemical name, CAS Registry Number, and the
percentage or range in percentage in the mixture. Certify that flavors are no:
food type. The confidential information submitted by the suppliers is kept
confidential under FIFRA Section 10.

In the proposed labeling, provide the following information:

(

]

a) Update the label Storage and Pesticide and Container Digsposal Statements in
accordance with [ ] PR Notice 84~1 for non-aerosol containers for houses and
ingtitutional uses or [ ] PR Notice 83-3 for all other uses.

b) Add the heading PHYSICAL OR CHEMICAL HAZARDS to the label and the appropriate
statement per 40 CFR 156.10(h) (2) (iii).

¢) Under the heading PHYSICAL OR CHEMICAL HAZARDS, list the product as Extremely
Flammable (because your product contains flammable propellents).

d) Provided that the solvent does not have insecticidal activity, it should be
removed from the ingredient statement active ingredient listing and the ’
percentage added to the inert ingredients. If the solvent has insecticidal’
properties, provide the EPA Registration Number.

e) Add a footnote to the inert ingredients indicating: Contains aromatic
petroleum distillates, xylene or xylene-range arocmatic solvent.

f) Since your data matrix does not provide a dielectrical breakdown voltage, you
must add the following statement to the Physical or Chemical Hazards heading:

Do not use this product in or on electrical equipment
due to the possibility of shock hazard.
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1 h)

-3
PRODUCT CHEMISTRY REVIEW (cont'd)

{1 g) The terms active ingredient(s) and inert ingredients should be in the same
type size, be aligried to the same margin and be equally prominent.

(1 h

(1 1i) .
In reference to the product specxfl.c data requirements, provide the following
information:

{ ] a) Statement of Composition: A complete description of the manufacturing/
formulation process. Describe equipment used, mixing time, temperature,
pressure, etc.

{1 b) Discussion of Formation of Unintentional Ingredients: A brief description of

impurities formed during the manufacturing/fomulation process, in packaging
or during storage. If you do not expect any impurities during these stages,
please so state. .

{ ] c) Certification of Limits: Upper and lower limits of each active and
individually added inert camponent. The lower limit for the active -
ingredients must be the same as the label claim in pure active form.

PS4

{ 1 d) Analytical Method: Provide the methods used to analyze for the active °°

ingredients or a full reference for a published method or MRID Number(s).
(] e) /Color: In coamon terms.
(1] f{/?hysical State: e.g., solid, liquid, pressurized liquid, etc.
{1 g) Odor: In comnon teras.
1), Density:\: e.g., lbs/gallon for liquids or lbs/cu.ft. for solids.
{1 V/ pH: Provide pH of product or pH of a specified water dilution.
{ ] j\)/ Oxidizing or Reducing Action: Note these characteristics, if any.
1 k)‘/l:‘.xploda.bi].);ty: Note these characteristics, if any.

N cfm&)’m/\
{ L?\/Vlscosxty. Can be expressed in centipoise or centistokes. OV

( @ Hlscx.bxlxt‘gr)[\w b fnlymullcel add ld ko M C!(Dr/u,' %abumdb@lm

Note these characteristics if product is an emulsifiable liquid

and mixed with oil. —“hose are &LCQWlaloi.D. o g{/w) [oa {)la(.o_d ™ l)l.o,»

[ ] n) Corrosion Characteristics: This information can be noted during the storage
stability study. ~

{ } o) Dielectric Breakdown Voltage: For products used near electrical equipment.

Vv
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. | 608/241-0202 [ Fax: 608/241-9631

s4ol1”? |%7

FEDERAL EXPRESS
# 7922556320

August 23, 1991

Mr. Bill Erickson

Insecticide-Rodenticide Branch )ﬁ’
Registration Division (H7504C) 4me“
Office of Pesticide Programs

U.S5. Environmental Protection Agency

401 M. Street, S.W.

Washington, D.C. 20460

RE: Our Phone Conversation of August 19, 1991
LIQUA-TOX II
EPA File Symbol: 12455-AR

Dear Mr. Erickson:

Enclosed per your request in our phone conversation noted above, please
find a single copy of our product chemistry submission for LIQUA-TOX II.

As you may recall, our original submission was on July 23, 1991. The
following MRID numbers were previously assigned:

Volume 2: 41958101
Volume 3: 41958182
Volume 4: 419581@3.

Then on August 13, 1991 we submitted several corrected pages for that
submission.

As you explained in our phone conversation, you are in need of a single
complete, corrected copy for microfiche purposes.

If you should need anything further or have any questions, please do not

hesitate to contact us. We are happy to have assisted you in this
matter.

Sincerely,

Bell Laboratories, Inc.

.oo.o. : L :
‘ W{ //QM/‘ . e ®. eeecoe
ictoria J4 Dunnum ® .:: scecee
Registration Specialist .:.. . .
VID:pml . ee ...::.
Enclosures S ieete **
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. / 608/241-0202 / Fax: 608/241-9631

August 13, 1991
FEDERAL EXPRESS # 7922556014

Mr. Robert A. Forrest

Product Manager (14)
Insecticide~Rodenticide Branch
Registration Division (H7504C)
Office of Pesticide Programs

U.S. Environmental Protection Agency
401 M., Street, S.W,

Washington, D.C. 20460

RE: OQur Product Chemistry submission dated July 23, 1991
LIQUA-TOX II
EPA File Symbol: 12455-AR

Dear Mr. Forrest:

As you are aware, on July 23, 1991, we submitted three Volumes of
Product Chemistry for LIQUA~TOX II. (For your convenience, we have
enclosed a copy of the cover letter.)

Since that time we have discovered a few minor errors in our submitted
Volumes. Therefore, we have corrected these errors and have enclosed

three (3) copies of each corrected page.

Would you please replace the folloﬁing pages with the enclosed pages.

Volume 2 - Page 3 of 5
Page 4 of 17

Volume 3 - Page 3 of 4

Volume 4 - Page 3 of 33
Page 5 of 33

Lastly, in Volume 4, we are in need of your assistance to insert an
additional page, page 22a of 33.

Mr. Forrest, we appreciate your assistance in this matter. If you
should have any questions, please do not hesitate to contact us.

Sincerely,
Bell Laboratories, Inc. .::.:. e s
m{ ‘ &ML "‘y"\.lt"' . .o ....
Victoria J. Dunnum - jpﬁ*r” seeeee ::E::.
Registration Specialist \o . XIS .
1
L e ¢ eeceee

VJD:pml _ . *.e"
Enclosures "': eetes’

:.....

[ ]
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Bell Laboratories, Inc.

3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A.

July 23, 1991

Mr. Robert A. Forrest

Product Manager (14)
Insecticide-Rodenticide Branch
Registration Division (H7504C)
Office of Pesticide Programs

U.S. Environmental Protection Agency
401 M. Street, S.W.

Washington, D.C. 20460

RE: LIQUA-TOX II
EPA File Symbol: 12455-AR
EPA Letter Dated June 27,
Product Chemistry

1990

Dear Mr. Forrest:

608/241-0202

Fax: 608/241-9631

FEDERAL EXPRESS

# 7922556224

Enclosed as required in the above mentioned letter, please find three

copies of Product Chemistry studies in support of our product

registration, LIQUA-TOX II, EPA File Symbol: 12455-AR,

The product chemistry studies include:

Volume 2: 61 Series
Volume 3: 62 Series
Volume 4: 63 Series

Volume 1 consists of the Administrative Materials.

If you should have any questions, please do not hesitate to contact us.

We look forward to a favorable review.
Sincerely,

Bell Laboratories. Inc.

Victoria J. Dunnum
Registration Specialist

VJD:pml

Enclosures
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support registration of this product. The public
literature cited does not fulfill the toxicology data
requirements as specified in 40 CFR 158.340.
Additionally, the data cited on 12455-25 cannot be used
to support 12455-AR as these products are not
substantially similar. One indication of this fact is
that the signal word for 12455 is "DANGER" with the
skull and crossbones, whereas the signal word on the
proposed label for 12455-AR is "“CAUTIONY.

Therefore, you must submit the following studies
conducted in accordance with the Agency testing
guidelines: acute oral, acute dermal, acute
inhalation, primary eye irritation, primary skin
irritation, and dermal sensitization study.

The packaging specifications submitted on December 10,
1990, are currently being reviewed for acceptability.

Regarding the labeling for this product, the USE
DIRECTIONS were previously accepted by the Agency. The
remainder of the labeling will be reviewed after the
above-mentioned outstanding data requirements have been
fulfilled.

Please also be aware that if this product is to be sold
in lots of 50 (or any other number) in a carton, the
carton must also bear a label. This label should
correspond to that used for the smaller package except
for differences in "net contents" statements.

Persuant to 40 CFR 152.105, if the above requested
information, or a written request for additional time is not
submitted to the Registration Division within 75 days of receipt
of this notice, the application will be administratively

withdrawn.

In that event, any subsequent submission relating to

the same product must be submitted as a new application.

Contact William Erickson at (703) 557-4408 or 557-2600 if
you have any questions about this letter.

Sincerely yours,

Robert A. Forrest

Product Manager (14)
Insecticide-Rodenticide Branch
Registration Division (H7504C)

8/13/91:ERICKSON:DISK 1:12455-AR
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BACKGROUND: The PM team has requested that PRS review this
registration to determine if the data cited is acceptable to
support this registration. The registrant has cited public
literature on the acute oral toxicity of diphacinone and also
the data on their technical diphacinone product (12455-25),

RECOMMENDATION: RSB/PRS finds the public literature and data
cited unacceptable to support registration of this product.

The public literature cited does not fulfill the toxicology

data requirements as specified in 40 CFR 158.340. Additionally,
the data cited on 12455-25 cannot be used to support 12455-AR

as these products are not substantially similar. One indication
of this fact is that the signal word for 12455-25 is "DANGER"
with the skull & crossbones and the signal word on the proposed
label for 12455-AR is "CAUTION".

Therefore, the registrant must submit the following studies
conducted in accordance with the Agency testing gquidelines:
acute oral, acute dermal, acute inhalation, primary eye irri-
tation, primary skin irritation and dermal sensitization study.

LABELING: Comments reserved until outstanding data is submitted.
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IRB BRANCH REVIEW — TSS

Record Number(s)

D160836

2/1491 3/7/91
N - CUT

EETICACY

12455-AR
FILE OR REG. NO.

PETITION OR zP. PERMIT NO.

. 1/28/91

CATE DIV. RECEIVED

DATE OF SUBMISSIGN 1/24/91

|
|
|
1 DATE SUBMISSIGN aCC=pren 2/1/91

TYPE PRODGCIS(S): I, D, H, E, N, RE S

‘ DATA AOCE=SSION NO(S) . 416490‘01,' 416490-02

g §¥§§§i§§?§§:§§§§§%§§§§§?§a PRODUCT M. No. 16
| PRODUCT NRoE ()  LIQUA-TOX II
CCMPANY. \BME Bell Laboratories, Inc.
’ SUBMISSION PURPCSE régistra‘tiobrtl, buttress efficacy s-tudies submitted in

the past

N PORI'A TTCON 1.06% Sodium Salt of Diphacinone liquid concentrate
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Efficacy Review: LIQUA-TOX II, 12455-AR

200.0

200.1

200.2

201.0

Bell Laboratories, Inc.
Madison, WI 53704

INTRODUCTION

Uses

A 1.06% Sodium Salt of Diphacinone liquid concentrate
proposed for registration for mixing into water baits for

control of Norway rats, roof rats, and house mice

"in homes; industrial, agricultural, and commercial
buildings; and in similar man-made structures."

Background Information

See product jacket, especially efficacy reviews of 6/19/90,
16/19/90, and 11/20/909. The current submission includes a
letter of 1/24/91 to which are appended copies of "raw"
data sheets pertaining to fluid consumption in the efficacy
tests discussed in my review of 11/20/91. Those efficacy
studies were not accepted at that time largely because
these raw data sheets were missing.

DATA SUMMARY

The raw data sheets square with the fluid consumption data
reported in the efficacy studies discussed in the efficacy
review of 11/280/90. The sheets do indicate, however, that
Bell determined consumption to the nearest whole
milliliter, not to the nearest 0.1 ml as the summary sheet
submitted earlier implied.

In its letter of 1/24/91, Bell states that, in agreement
with a comment in EPA's letter of 1/8/91 (and the efficacy
review of 11/28/91), it will use additional waterers in
future studies with liquid baits to reduce the chances that
any waterers would be completely drained by test animals in
one day. In the rat test, waterers were completely drained
on several occasions. As most of these involved waterers
containing test bait, the net effect on the test probably
was a slight reduction in the bait acceptance score.

In its letter of 1/24/91, Bell also states that its future
reports of studies with liquid baits will include diagrams
of test enclosures. Bell did not, however, provide
diagrams of the enclosures used in the tests reported
previously. Bell claims that the rats used in this test
were run in single-sex subgroups. Although the test report
states that such a procedure was used, the data tables
presented do not indicate which containers were used in the

1
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202.0

female group and which were used in the male group. Any
sex differences in bait acceptance would be masked by such
reporting.

Significantly, Bell's letter of 1/24/91 does not include a
promise not to stop future efficacy studies as soon as 100%
mortality is observed in the test groups. While stopping
tests when all test-group subjects are dead is permitted
(practically encouraged) by Protocols 1.201 and 1.202, such
a procedure represents "bad science." It defeats the
purpose of the control groups, which is to determine
whether conditions in the laboratory would cause undue
levels of mortality during the prescribed test period.

From a registrant's perspective, there is nothing to gain
and much to lose through continuing to monitor the control
group. Extending the study increases costs, ties up
laboratory facilities and personnel for longer periods of
time per study, and increases the likelihood that the study
could be negated due to the death of more than two control
group animals. With these incentives for early
termination, the only way for EPA to make sure that studies
are taken to term would be to require registrants to do so.

In its letter of 1/24/91, Bell claims to have provided to
EPA its "packaging specifications" for this product in a
letter of 12/10/90. As I have not seen such a letter, 1
cannot comment on its alleged content. 1In its letter of
9/4/90, Bell Described the packaging to be used for this
product as a "3 1/4 inch x 4 1/4 inch pouch containing 1.68
fl. oz. of product." These would be packed 50 to a carton.
It is not clear whether they would be sold in 5@0-pouch lots
or as individual pouches. What is clear is that this type
of packaging would not be satisfactory. There is too great
a chance that pouches would be punctured accidentally and
too great a chance that their contents would be spilled
while users (which could include the general public) were
attempting to mix baits. If the product is to be sold in
5@-pouch lots, the product label should also appear on the
carton.

The use directions on the label submitted on 10/1/90 are
acceptable, provided that this product is sold in suitable
packaging, which the proposed 1.68-0z pouches are not.

CONCLUSIONS

1. With support of the raw data sheets provided with your
letter of January 24, 1991, the efficacy studies
submitted on October 1, 1990, are acceptable. MRID
numbers for these tests are 416490-01 for the house
mouse test and 416490-2 for the Norway rat test.
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2. We are pleased to learn that your future reports of
studies of liquid baits will include diagrams of how
food containers, waterers and shelter areas are
arranged in animal enclosures, and that you will make
every attempt to provide sufficient numbers of waterers
for all study groups. We also expect that all of your
efficacy tests will be continued for their scheduled
durations even if all test-group animals have died.

We further expect that you will use single-sex
subgroups for all tank tests and that you will report
results obtained in these tests for each sex and
subgroup as well as for the test group as a whole.
Although you claimed to have caged sexes separately for
the rat test run for Liquatox II, you did not
distinguish male results from female results in your
test report or on your raw data sheets.

[NOTE TO PM:

While the proposed directions for use on the product label
are acceptable, I do not believe that this product should
be registered unless it is packaged in something more
durable and otherwise suitable than 1.68 fl. oz. plastic
pouches. Bell claims to have submitted packaging
information on 12/10/98. You should find out what our CRP
specialists think of this packaging before you consider
stamping the labels. If this product is to be sold in lots
of 50 (or any other number) in a carton, the carton must
also bear a label. This label should correspond to that
used for the smaller package except for dlfferences in "net
contents" statements.]

William W. Jacobs

Principal Specialist: Rodenticides
Insecticide-Rodenticide Branch
March 7, 1991
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Liqua-Tox 11

Mix contents of pouch with 1 quart of water.

ACTIVE INGREDIENT:

Sodium Salt of Diphacinone — 2-Diphenylacetyl-1,3-indandione. ....... 0.106%

INERT INGREDIENTS ..ottt setiesarssranensesss 99,804%
TOTAL 100.00%

CAUTION
KEEP OUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS & DOMESTIC ANIMALS

CAUTION
Keep away fom children, pets, and domestic animals and wildlife. Do not expose bait
where humans, livestock, poultry, pets, or wildlife can drink it. Treated baits should be
placed in locations not accessible 1o children, pets, wildiite, domestic animals, or in
tamper-proof bait boxes. Do not contaminate water by cleaning of equipment or disposal
of wastes. Apply this product only as specified on this Jabel.

IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of
water and induce vomiting by touching back of throat with finger. Do notinduce vomiting
or give anything by mouth 1o an unconscious person.

ability of the blood and cause bleeding. Insuch case intramuscular and oral administrations
of Vitamin K1 combined with blood transfusions are indicated as in the case of
hemorrhage caused by overdoses of bishydroxycoumarin.

l I swallowed by humans, domestic animals, or pets, this material may reduce the clotting

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its
labeling.

USE BESTRICTIONS This product may be used to control Norway rats (Raitus nor-
vegicys), roof rats (B_rattug), and house mice (Mus muscuius) in homes; in industrial,

agricultural, and commerciat buildings; and in similar manmade structures, Place
LIQUA-TOX 1l in locations not accessible to chiidren, pets, domestic animals, and
nontarget wildlife, or in secured, tamper-proof bait stations equipped for dispensing
liquid rodenticide baits. Do notuse LIQUA-TOX It in any area where there is a possibility
of contaminating food or surfaces that come in direct contact with food.

:Thoroughly mix contents of one 1,68 {l. oz. package in 1 quant

(32 fiuid ounces) of water.

; Determine areas where rats and mice will most
likely find and consume bait. Generally, these areas are along walls, by gnawed
openings, beside burrows, in corners and concealed places, between floors and walls,
or in other locations where signs of rats and mice have been seen.

Norwav and Roof Rat: Provide a minimum of 1 pint (16 fluid ounces) of LIQUA-TOX II
in each dispenser (suitably-equipped bait station, chick fount, or other suitable device).
lfinfested area s large, or if rat population appears 1o be high, use dispensers at several
. locations. Space dispensers and refill them as needed 1o ensure that bait is exposed in
’ all infested areas where it can be used without putting nontarget organisms at risk.
House mice; Provide 1/2-pint (8 fiuid ounces) placements ot LIQUA-TOX Il in suitably-
equipped bait stations, chick founts, or other appropriate vessels. Place dispensers at
intervals of 8-12 feet in all infested areas where bait can be used without putting
nontarge! organisms at risk.
it irecti . Replace contaminated or spoiled bait immedi-
ately. Collect and properly dispose of dead animals and bait that is no longer needed.
Continue treatments as long as target species are being controlled by baitand nontarget
species are not at risk. .
e

STORAGE AND DISPOSAL

(AN X J
Do not contaminate water, food, or feed by storage or disposal. cevoes . cose’
STORAGE: Store only in original container, in a dry place inaccessible to childres ande ~ »
1s. L L I ) L4
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may bedxsp.o ed ° .
of on site or at an approved waste disposal facility. *3°°2 *:
CONTAINER DISPOSAL: Securely wrap original container in several layers of newe. e
paper and discard in trash. e Pt
(A X X X ) (X 2 2]
EPA Est. No. 12455-Wi-1 EPA Reg. No. 12455-AR o .
o000 QR
NET CONTENTS: 1.68 FI. Oz (49.68 ml.) A
B o000
Bell Laboratories, Inc. %

3699 Kinsman Boulevard, Madison, Wisconsin 53704 eooe




Bell Laboratories, Inc.
' 3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. | 608/241-0202 Fax: 608/241-9631

January 24, 1991

FEDERAL EXPRESS
# 834 194 7821

Marilyn Mautz

Acting Product Manager (16)

Office of Pesticide Programs - H7505C

U.S. Environmental Protection Agency

401 M. Street, Southwest

Washington, D.C. 20460

RE: LIQUA-TOX II1
EPA File Symbol 12455-AR
Your Letter Dated January 8, 1991

Dear Ms. Mautz:

Enclosed per your request please find copies of the raw data sheets for
both rats and mice which show the fluid consumption for each tank.

In future reports of studies of liquid baits, we will include a diagram
of the test set-up. Please note that we have already allowed the rats
to be in single-sex subgroups. We shall also provide more waterers in
both the test and control groups so that individual waterers are not
completely emptied.

Lastly, we have previously replied to your letter of October 31, 1990
and have supplied you with our packaging specifications in our letter of
December 10, 1990.

If you should have any questions regarding this matter, please do not
hesitate to contact us. We look forward to your review.

Sincerely, :ooooo
Bell Laboratories, Inc. seeses

E . . .

[ I A KN XN J E...:.
e _. ..__esel i e’ %’
Registration Specialist R .

[ TR NN}
VJK:pml ..:oo.
Enclosures oo
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wlsconsin 53704 US.A. 608/241-0202 Fax: 608/241-9631

December 10, 1990

FEDERAL EXPRESS # 8341947445

Ms. Marilyn A. Mautz

Acting Product Manager

Insecticide - Rodenticide Branch
Registration Divis’ n (H7505C)

U.S. Environmental rrotection Agency
Washington, D.C. 20460

Subject: LIQUA-TOX II
EPA File Symbol 12455-AR
Your letter dated October 31, 1990

Dear Ms., Mautz:

The product LIQUA-TOX II is packaged in 3 1/4" x 4 1/4" plastic film
pouches each containing 1.68 fluid ounces. The film is made up of three
different types of plastic resins, each serving a specific function.
Please see the enclosed letter from Stearns Packaging Corporation; it
outlines the make-up and reasoning for using this particular packaging.

. L]
Two rows of 36 pouches are then packaged in a single carton of sooc
corrugated cardboard. These cardboard boxes are rated for 200 1}%irt,
Bursting Test and Gross Weight of 65 1b. Into each box.T&‘ﬁackaged *only
2 x 36 x 1.68 ounces = 7.56 1bs. The rating is 200 c wher'esc rePresents
the largest sized flute of standard corrugated boxes. ThmBOlarget-o--
flute, or ripple, lends the package a stronger stacking 9q;gngth @nd

provides additional protection against accidental punctu:a“ 0o 0o

The pouches are not placed into these boxes for at least’ 12 hourse aﬁter
filling so as to ensure that none of the pouches leak. Each pouchOds
filled to only approximately 607 of its total volume; this large, %%,
bubble gives the filled pouch extra flexibility to resist puncturt¥. We
have used this packaging for almost 10 years without incident.
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Ms. Marilyn Mautz
Page 2 (con't)
December 10, 1990

Please also note that the pouches are not notched so the heat-sealed
seams are not weakened. On the upper right-hand corner of each pouch is
printed "Cut Here'". The cut, rather than a tear, provides for a more
controlled pouring of the concentrate during the mixing process.

If you have any further questions regarding this matter, please contact
me.

Sincerely,

boratories, Inc.

Art Smith
VP Research & Development

AS/ajb

Enclosures
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IRB BRANCH REVIEW - TSS

Record Number( s)

D157224
$384535

v 10/24/98;r 11/20/90

EFTICACY

12455-61
FILE OR REG. NO.

PETITION OR E{f. PERMIT NO.
10/4/90

.DATE DIV. RBCEZIVED

DATE OF SURMISSION 10/1/90

DATE SUBMISSICN ACCzeTeD _ 10/24/90

TYPE PRODUCTS(S): I, D, H, 'F, N, RX s

" DATA ACCESSION NO(S).  416490-01, 416490-02

PRODUCT MGR. NO. 16

PRODUCT M@E () _LIQUATOX IT

coMpaANY amp  Bell Laboratories, Inc.

Q. icssion pmecsz  resistration

' 1.06% i Diphaci liquid
CHEMICAL & FORMULATICN 06% Sodium Salt of Diphacinone liqui concentrate

il

¥
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Efficacy Review: LIQUA-TOX II, 12455-AR

200.0

200.1

200.2

201.0

Bell Laboratories, Inc.
Madison,. WI 53704

INTRODUCTION

Uses

A 1.06% Sodium Salt of Diphacinone liquid concentrate
proposed for registration for mixing into water baits for

control of Norway rats, roof rats, and house mice

"in homes; industrial, agricultural, and commercial
buildings; and in similar man-made structures."

Background Information

See product jacket, especially efficacy reviews of 6/19/90
and 10/19/90. The current submission includes new efficacy
studies, to replace those previously rejected by EPA;
revised proposed labels; and a cover letter. As noted in
the prior efficacy reviews, the original efficacy studies
were not acceptable. ‘

DATA SUMMARY

The efficacy studies were run by Bell at its Madison
facilities. Test subjects were Wistar strain laboratory
Norway rats and Swiss Webster strain laboratory house mice.
Tests were said to have been run accordlng to EPA’s
Protocols 1.201 and 1.202 for rats and mice, respectively.
In the rat test, animals apparently were housed in 10-
animal sex-segregated subgroups. This procedure is
acceptable (desirable, actually) for "tank" type tests.

"Raw" data sheets wer& not included with either study
report. -

The quality assurance report for the rat test suggests that
only three 100-ml waterers were used in the tank for the
control group’s females. Four such waterers were used for
the tank that contained the control group’s males.

Although as many as six of seven waterers used for the
control group were depleted on test days, all control-group
animals survived. The processed sheet which reports
consumption from the waterers does not indicate which sex
was drinking from which bottles. - The report also fails to
indicate how waterers were deployed in test enclosures
("cow tanks").




202.0

' been higher than the 49% reported if larger quantities of

Five waterers were completely drained in a day by test-
group subjects over the first two days of exposure to bait
and plain water in the test group. As four of these five
instances involved bait bottles, it is possible that the
level of bait Acceptance observed in this study would have

both fluids had been offered.

No deviations from protocol were reported in the quality
assurance report for the mouse test. Animals in this test
were housed in 20-animal, mixed-sex groups.

A chemical analysis of the product batch used for both
tests was conducted by Bell's sister company, Motomco Ltd.
This test indicated a Sodium Salt of Diphacinone
concentration on 0.112%, a value within acceptable limits
of the concentration claimed on the label. Motomco's
analysis of the bait mixed from the concentrate product for
use in the test detected a Sodium Diphacinone concentration
of 0.0052%, which also is an acceptable level.

Reported test results are summarized in Table 1. These
data suggest that the product would be very effective in
controlling house mice and Norway rats. Acceptance of bait
made from the concentrate remained relatively high for the
entire mouse study and for the first four days of the rat
study. All 20 subjects died in both tests. Both tests
were stopped as soon as 100% mortality was observed in
their respective test groups. Although this procedure is
permitted by Protocols 1.201 and 1.202, I do not think it
appropriate as it defeats the purpose of the control
groups, which is to determine whether conditions in the
laboratory would cause undue levels of mortality during the
prescribed test period.

The label submitted on 10/1/90 in similar to that which I
found (o be acceptable in the efficacy review of 10/19/90.
The label contains bait protection language in two
locations: the precautionary labeling section and the "USE
RESTRICTIONS" portion of the "DIRECTIONS FOR USE.' As the
information in these sections is not contradictory, I
suggest that the language remain as it is. If Bell seeks
to delete text from one of these sections, it should come
out of the precautionary section and remain in “USE
RESTRICTIONS."

CONCLUSIONS

1. Although the results reported suggest good acceptance
and acceptable Mortality in test groups, review of
efficacy data submitted cannot be completed until
copies of raw data sheets and sheets which show fluid

2
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consumption data for each tank are provided for our
review.

Future reports of studies of liquid baits -should
include diagrams of how food containers, waterers, and
shelter areas were arranged in animal enclosures.
These enclosures should be laid out similarly for all
study groups. Single-sex subgroups are desirable for
tank tests, particularly when the enclosures used are
on the small end-of the range prescrlbed by the -
protocol

In future rat studies with liquid baits, you should
provide at least two more waterers per fluid per

" enclosure for test groups and a total number of
waterers in each. control-group enclosure that equals
the total number of waterers used in each test-group
enclosure. In other words, if you use five waterers
for bait and five for water in each test-group
enclosure, you should use ten waterers in each control-
group enclosure. In the rat test reported on October
1, 1990, there were too many instances when 1nd1v1dua1
waterers were completely emptled. :

3. The proposed directions for use on the product label
are acceptable. This product cannot be registered,
however until the efficacy issues discussed above and
the packaging problem addressed in our letter of
October 31, 1990, are resolved.

William W. Jacobs
Principal Specialist: Rodenticides
Insecticide-Rodenticide Branch

Fimdsw¥5, 1990
Novenbor 2 p o

B
I3
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TABLE 1. RESULTS OF GROUP-CAGED LABORATORY EFFICACY TESTS OF LABORATORY RATS AND MICE WITH 12455-AR
(data submitted 14/1/9@). -

SPECIES STRAIN TEST DAY ml BAIT ml CONTROL % BAIT DEATHS PERCENT

[TEST #] TAKEN TAKEN ACCEPTANCE Males Females Total MORTALITY
Norway Rat Wistar , 1 348 360 49.2% 7} 0 /) g.0%
- @994¢/B1a7 2 388 365 ’ 51.5% 7] 0 g g.0%
3 336 2990 53.7% 2 0 2 19.0%

4 93 131 41.5% 5 1 8 40.0%

5 11 68 13.9% 2 3 13 65.0%

6 4 13 ‘ 23.5% "] 6 19 95.0%

7 1 3 _ 25.0% 1 0 20 100.0%

ALL - 1181 1239 49.0% 10 10 20 100.0%

House Mouse Swiss 1 97 25 79.5% 7] "} g 0.0%
@990/B1@8 Webster 2 P 110 11 90.9% 7] 0 @ 0.0%
3 83 10 89.2% 1 0} 1 5.0%

4 25 4 86.2% 3 2 6 30.0%

5 5 3 62.5% 2 3 11 55.0%

6 1 0 100.0% 1 4 16 BG.0%

7 1 1 50.0% 2 -0 18 90.0%

. 8 1 1 50.0% 1 1 20 100.0%

ALL 323 55 85.4% 19 10 20 160.0%
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» Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wiscgnsln 53704 U.S.A. / 608/241-0202 / Fax: 608/241-9631

416490~ OO

FEDERAL EXPRESS
#800 679 1973

October 1, 1990

Mr. William H. Miller
| Product Manager (16)
4. Office of Pesticide Programs-H7505C
¥ U.S. Environmental Protection Agency
7 401 M. Street, Southwest
. Washington, D.C. 20460

»
-
Exy

RE: LIQUA-TOX II
EPA File Symbol 12455-AR
Our Letter Dated September 4, 1990

Dear Mr. Miller:

Enclosed are the results of efficacy testing on both rats and mice in
support of the above mentioned product registration.

Additionally, we have enclosed five copies of proposed labeling, which
should be considered instead of the label submitted on September

4, 1990. The labels submitted on September 4th had improper storage and
disposal statements. We look forward to hearing from you in the near
future. Thank you for your consideration.

. Sincerely, E#“L’C’Wf en g Cl //«/[éL(QﬂD(

Bell Laboratories, Inc.
A qooz.

EHicon on kol

Vlonis 9.5 e -

Victoria J. Kriesel coon
Registration Specialist

VJK:pml

Enclosures




Liqua-Tox 11

Mix contents of pouch with 1 quart of water.

ACTIVE INGREDIENT:

Sodium Salt of Diphacinone — 2-Diphenylacetyl-1,3-indandione. ....... 0.106%

INERT INGREDIENTS 99,8%4%
TOTAL 100.00%

CAUTION
KEEP OUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS & DOMESTIC ANIMALS

CAUTION
Keep away fom children, pets, and domestic animals and wildlife. Do not expose bait
where humans, livestock, poultry, pets, or wildlife can drink it. Treated baits should be
placed in locations not accessible to children, pets, wildlife, domestic animals, or in
tamper-proof bait boxes. Do not contaminate water by cleaning of equipment or disposal
of wastes. Apply this product only as specified on this label.

IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of
water and induce vomiting by touching back of throat with finger. Do notinduce vomiting
or give anything by mouth to an unconscious person.

If swallowed by humans, domestic animals, or pets, this material may reduce the clotting
ability of the blood and cause bleeding. Insuchcaseintramuscular and oral administrations
of Vitamin K1 combined with blood transfusions are indicated as in the case of
hemorrhage caused by overdoses of bishydroxycoumarin.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its
labeling.

USE RESTRICTIONS:This product may be used to control Norway rats {Bafius nor-
vegicys), roof rats (B, rattus), and house mice (Mus muscylus) in homes; in industrial,
agricultural, and commercial buildings; and in similar manmade structures. Place
LIQUA-TOX Il in locations not accessible to children, pets, domestic animals, and
nontarget wildiife, or in secured, tamper-proof bait stations equipped for dispensing
liquid rodenticide baits. Do notuse LIQUA-TOX Hin any area where there is a possibility
of contaminating food or surfaces that come in direct contact with food.

:Thoroughly mix contents of one 1.68 fl. 0z. package in 1 quan
(32 fluid ounces) of water.

: Determine areas where rats and mice will most
likely find and consume bait. Generally, these areas are along walls, by gnawed
openings, beside burrows, in corners and concealed places, between floors and walls,
or in other locations where signs of rats and mice have been seen.

APPLICATION DIRECTIONS:
Norway and Boot Rat: Provide a minimum of 1 pint (16 fluid ounces) of LIQUA-TOX Il
in each dispenser (suitably-equipped bait station, chick fount, or other suitable device).
Ifinfested area s large, or if rat population appears to be high, use dispensers at severat
locations. Space dispensers and refill them as needed to ensure that bait is exposed in
all infested areas where it can be used without putting nontarget organisms at risk.
House mice: Provide 1/2-pint (8 fiuid ounces) placements of LIQUA-TOX Il in suitably-
equipped bait stations, chick founts, or other appropriate vessels. Place dispensers at
intervals of 8-12 feet in all infesied areas where bait can be used without putting
nontarget organisms at risk.

itional Directions f ice: Replace contaminailed or spoiled bait immedi-
ately. Collect and properly dispose of dead animals and bait that is no longer needed.
Continue treatments as long as target species are being controlied by baitand nontarget

. . [ [ ]
species are not at risk. Xyl
L]
STORAGE AND DISPOSAL Xy
Do not contaminate water, food, or feed by storage or disposal. vee ‘eved”’
STORAGE: Store only in original container, in a dry place inaccessible to chlldren ano : .
pets. s

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be dlsgc‘sgq . . N
of on site or at an approved waste disposal facility.
CONTAINER DISPOSAL: Securely wrap original container in several layers of neWs. .

(X2 X ]
paper and discard in trash. .
LA : se o (A XN ]
EPA Est. No. 12455-WI-1 EPA Reg. No. 12455-AR e .
(XXX X ]
' [ ] L X ]
NET CONTENTS: 1.68 FI. Oz. (49.68 ml.) 0.:..'
N 1 T 1 J o ".‘ [ XXX ]
Bell Laboratories, Inc. e

3699 Kinsman Boulevard, Madison, Wisconsin 53704
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Bell L.aboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. | 608/241-0202 [ Fax: 608/241-9631

September 4, 1990

CERTIFIED
# P 443 019 420

Mr. William H., Miller
Product Manager(16)
Office of Pesticide Programs-H7505C
U.S Environmental Protection Agency
401 M Street, Southwest

. Washington, D.C. 20460

Subject: LIQUA-TOX II, MRID 414718
EPA File No. 12455-AR
Your letter dated June 27, 1990.

Dear Mr. Miller:

In your above mentioned letter, you stated that you needed further
information on efficacy data MRID 414718. 1In response to that letter,
the procedures used to determine the readings taken from calibrated
bottles are as follows:

1. Calibrated bottle was placed upright on a level surface.
2. Reading was taken from the lowest point of the miniscus line.

. 3. This value from the reading was then recorded on the form "Daily
Food Consumption for Rats and Mice."

4. The amount consumed was determined by subtracting the recorded
volume from the "Daily Food Consumption for Rats and Mice" form
from the initial volume, which is always 100 ml. For example,
if 91 ml was the value read from the calibrated bottle, it would
then be recorded on the '"Daily Food Consumption for Rats and

Mice" form. The amount consumed would be calculated by 1§ ,°°, e e
subtracting 91 ml from the initial volume, 100 ml. Therefd?é; cescee
the amount consumed was 9 ml. . °. *es’
5. Then, the amount consumed (100 ml minus the amount read ffqm.;he seees’
bottle) is recorded on the form "Rodenticide Acceptability ,Assay .
Daily Feed Consumption.”" This form contains the amount consumed °*°:°°?

in all 12 bottles (6 tests and 6 control) for the 15 day gegte .

\ oo:o.:
6. Lastly, the 15 days are added up for each of the control gndee, et
test material and the total volume consumed is placed on tR&**

Data Summary Sheet.
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*Inert ingredient information may be entitled to confidential treatment*

Mr. William Miller
Page 2 (cont.)
September 4, 1990

However, within the rat efficacy data, the calculated values were
inadvertently recorded on the form "Daily Food Consumption for Rats and
Mice" instead on the readings from the bottles. Additionally, the mouse
efficacy data did not include the form "Rodenticide Acceptability Assay
Daily Feed Consumption.”

To prepare the bait from concentrate, the label directions were
followed. The contents of 1-1.68 fl. oz. package was thoroughly mixed
in 1 quart (32 fluid ounces) of water. An analysis of the bait was not
conducted.

. Therefore, because of these oversights, Bell Laboratories, Inc. will be
submitting new rat and mouse efficacy studies in support of this
product. Our projected completion date is October 15, 1990.

Regarding Item 2, the product is packaged in an 3 1/4 inch x 4 1/4 inch
plastic pouch containing 1.68 £1. oz. of product. Fifty pouches are
then packaged into a single carton.

In response to Item 3 in your June 27, 1990 letter, we have revised the
label according to your comments and have enclosed 5 copies of the
proposed labelling for your review.

Regarding Item 4, please be advised that Bell Laboratories, Inc. is in
the process of reregistering Technical Diphacinone and our sister
company, Motomco, Ltd, is reregistering Sodium Diphacinone. It is Bell
Laboratories, Inc. intent to reference these files for support of this

product. As requested please find a copy of the Material Safety Data
. Sheet for ), vwhich is found in the Confidential Statement of
Formula.

Lastly, regarding Item 5, a data matrix for the finished product and
correspondence to the matrix has been enclosed.

If you should have any questions regarding these matters, please do not

hesitate to contact us. Thank you for your cooperation. L. e
Sincerely, = cesese
Bell Laboratories, Inc. E"':' o
Vit 9 Hosnk e
Victoria J. Kriesel . .,,::,
Registration Specialist i ¥ e
VJK/ajb sooe

Enclosure
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IRB BRANCH REVIEW ~ TSS

Record Number(s)

D155542 ' | . i
$381758 : i
IN9/11/90CUT 10/19/90 :

EFTICRCY

iy

'12455-AT
FILE OR REG. NO.

4I'FETITICN OR ={F. PERMIT NO.

CATE DIV. RECEIVED 9/10/90

DATE OF SURMISSION 9/4/90

DATE SUBMISSION ACCEpT=D 9/11/90

TYPE PRODUCTS(S): I, D, H, F, N; R,X S

' DATA AOCESSION NO(S) . no new efficacy data
16

PRCCUCT MGR. NO.

PRODUCT NRE(s)  TQUATOX I

Bell Laboratories, Inc.

@ UTEY WE

SUPMISSICN PURDCSS registration, explanation of procedures in past studies
o4 o . .

CAEMICAL & FORMULATION _ 0.106 Sodium Salt of Diphacinone
concentrate w/ end-use directions




Efficacy Review: LIQUA-TOX II, 12455-AR
Bell Laboratories, Inc.
Madison, WI 53704

200.0 INTRODUCTION

200.1 Uses
A 1.06% Sodium Salt of Diphacinone 1liquid concentrate
proposed for registration for mixing into water baits for

control of Norway rats (Rattus norvegicus), roof rats, (R.
rattus), and house mice

“in homes; in industrial, agricultural, and
commercial buildings; and in similar man-made
structures."

200.2 Background Information

See efficacy review of 6/19/90, along with other information
in product jacket. The current submission discusses the
comments in the efficacy review of 6/19/90 (which were
relayed to Bell via EPA's letter of 6/27/90), revised
proposed labels for this product, assorted forms, and a
Material Safety Data Sheet for one of the inert ingredients
in the product.

200.0 DATA SUMMARY

According to Victoria Kriesel, author of Bell's letter of
9/4/90, Bell has scheduled replacement efficacy studies for
those which were discussed in the efficacy review of 6/19/90.
In her letter, Kriesel basically admits that Bell made enough
mistakes in its conduct of the rat and mouse efficacy studies
that the firm itself decided to run new tests. She stated
that readings were transcribed on the raw data sheets for
house mice but that the calculated amount of liquid consumed
was recorded for the rat tests. She also noted that the form
entitled '"Rodenticide Acceptability Assay Daily Feed
Consumption" was omitted from the mouse report and that no
chemical analysis of the test ration was conducted. Perhaps,
Bell will do better in its next tests.

Kriesel stated that the contents of a single 1.68-0z pouch
were mixed with a quart of water to prepare the baits used
in the efficacy tests submitted earlier. I am concerned that
this pouch would create an unnecessary potential for exposure
of the person mixing liquid baits to the 0.106% Sodium Salt
of Diphacinone concentrate. The person mixing baits would
have to cut or tear a pouch open and empty its contents into
a quart of water. For shipping, fifty of these pouches are
to be "packaged into a single carton.” Neither the shipping

1
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nor the handling of this type of product in the packaging
described sounds safe to me. I suggest that Precautionary
Labeling personnel be asked to comment upon these issues.

The "DIRECTIONS FOR USE" on the revised proposed 1labels
correspond to the directions dictated in the efficacy review
of 6/19/90 and in EPA's letter of 6/27/90.

202.0 CONCLUSIONS

1. The efficacy data submitted previously for this product
cannot be accepted in light of the various problems noted
in your letter of September 4, 1990.

We look forward to receiving reports of the efficacy
trials which you expected to complete by October 15,
1990.

2. The "DIRECTIONS FOR USE" on your revised proposed label
for 12455-AR are acceptable. ’

3. We are concerned that the packaging that you proposed to
use for this product would not promote its safe shipping
and handling. What features of this packaging would
mitigate against the spilling of concentrate during
mixing operations? What features of this packaging would
mitigate against accidental punctures of pouches and
provide for containment of any product released as a
result of such accidents?

William W. Jacobs

Principal Specialist: Rodenticides
Insecticide-Rodenticide Branch
October 19, 1990
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Liqua-Tox Il

Mix contents of pouch with 1 quart of water.

ACTIVE INGREDIENT:
Sodium Salt of Diphacinone — 2-Diphenylacetyl-1,3-indandione. ....... 0.106%

INERT INGREDIENTS ...ttt s sesssseeaones, 00.804%
TOTAL 100.00%
CAUTION
KEEP OUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS & DOMESTIC ANIMALS

CAUTION
Keep away fom children, pets, and domestic animals and wildlife. Do not expose bait
where humans, livestock, poultry, pets, or wildlife can drink it. Treated baits should be
placed in locations not accessible to children, pets, wildlife, domestic animals, or in
tamper-proof bait boxes. Do not contaminate water by cieaning of equipment or disposal
of wastes. Apply this product only as specified on this label.

IF SWALLOWED: Call a physicia;\ or Poison Control Center. Drink 1 or 2 glasses of
water and induce vomiting by touching back of throat with finger. Do notinduce vomiting
or give anything by mouth to an unconscious person.

If swallowed by humans, domestic animals, or pets, this material may reduce the clotting
ability of the blood and causebleeding. In such caseintramuscular and oral administrations
of Vitamin K1 combined with blood transfusions are indicated as -in the case of
hemorrhage caused by overdoses of bishydroxycoumarin.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its
labeling.
USE BESTRICTIONS This product may be used 1o control Norway rats (Hafus nor-
yegicus), roof rats (8, rattus), and house mice (Mus musculus) in homes; in industrial,
agricultural, and commerdial buildings; and in similar manmade structures. Place
LIQUA-TOX Il in locations not accessible to children, pets, domestic animals, and
nontarget wildlife, or in secured, tamper-proof bait stations equipped for dispensing
liquid rodenticide baits. Do notuse LIQUA-TOX Il in any areawhere there is a possibility
of contaminating food or surfaces that come in direct contact with food.
MIXING DIRECTIONS Thoroughly mix contents of one 1.68 fl. 0z. package in 1 quart
(32 fiuid ounces) of water.

. Determine areas where rats and mice will most
likely find and consume bait. Generally, these areas are along walls, by gnawed
openings, beside burrows, in corners and concealed places, between floors and walls,
or in other locations where signs of rats and mice have been seen.

APPLICATION DIRECTIONS: :

Norway and Boof Bat: Provide a minimum of 1 pint (16 fluid ounces) of LIQUA-TOX Il
in each dispenser (suitably-equipped bait station, chick fount, or other suitable device).
Hinfested area is large, or if rat population appears 10 be high, use dispensers at several
locations. Space dispensers and refill them as needed 1o ensure that bait is exposed in
all infested areas where it can be used without putting nontarget organisms at risk.
Housge mice: Provide 1/2-pint (8 fiuid ounces) placements of LIQUA-TOX Il in suitably-
equipped bait stations, chick founts, or other appropriate vessels. Place dispensers at
intervals of 8-12 feet in all infested areas where bait can be used without putting
nontarget organisms at risk.

i jrecti . Replace contaminated or spoiled bait immedi-
ately. Collect and propery dispose of dead animals and bait that is no longer needed.
Continue treatments as long as target species are being controlled by baitand nontarget
species are not at risk.

(AR NN N ]
STORAGE AND DISPOSAL LA e e
STORAGE: Store only in original container, in a dry place inaccessible to children and . eses
1s. . [ AN E N X ]
PESTICIDE DISPOSAL: Wastes resutting from the use of this product may be disposed . . ‘ee’
of on site or at an approved waste disposal facility. XYY TE) evsee
CONTAINER DISPOSAL: Triple rinse (or equivalent). Then offer for recycling or recon- * conee’
ditioning, or puncture and dispose of in a sanitary landfill, or incineration, of, if allowed evee
by state and iocal authorities, by burning. If burned, stay out of smoke. ®eces’ .
es000
EPA Est. No. 12455-Wi-1 EPA Reg. No. 12455-AR * *e’
L] L X
NET CONTENTS: 1.68 Fl. Oz. (49.68 mL.) ‘esea’ °0ecce
eese ee e
(XN X'
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- MATRIX FORMAT - DATA REQUIREMENT LISTING FOR THE SELECTIVE METHOD QF SUPPORT

1. PRODUCT NAME:
Liqua-Tox II

5.
ADDRESS:

Bell Laboratories,
3699 Kinsman Blvd.
Madison, WI 53704

Inc.

APPLICANT'S (COMPANY) NAME AND

2.

EPA REG.NO./FILE SYMBOL:
12455-AR -

3.

FORMULATOR'S EXEMPTION
SELECTED:

YES NO_ x

4. PAGE
1 Oor

6.

APPLICATION FOR
REGISTRATION DATED:

June 27, 1988

MONTH DAY YEAR

I
|
|
!
|
|
|
|
|
|
!
|
|
{
|
i
|
-

7. NAME OF ACTIVE INGREDIENT(S):

Diphacinone,

Sodium salt

8. 40 CFR Part 158 - |
DATA REQUIREMENTS !9. SOURCE _OF DATA SATISFYING REQUIREMENT
8a. i8b. l9a. '9b. l9c. 19d. l9e. l9f. 110.
Guide- |Name of Test lSubmitted] Date |Submitted |!Certificate |Public |N.A. or |[!MRID Number,
line ' ' by |Submitted|by another |of Permis- |Litera- |Waiver or!EPA Accession
Refer- | 'Applicant]| Iperson/firm|sion (P) or |ture lother /Number, or
ence ! ! oo | (give name) |Offer to { ! (explain) |other
Number | { To be ! . : {Pay (OTP) l ! !identifying
' E iSmelttedi 'E ignc}osed: E i Enumber
! ! ! | anaicate i ! :
! ! 1 1 i "PY or "OQTP", ! 1
Section | ! i | 3 | E ]
158.190 |PRODUCT CHEMISTRY : : : ! l :
| | | | ) | | |
I : N ] I I 1 | I
61-1 __| Identity of } X | ! | | | |
._ingredients l } ! ! | ! !
61-2 | Statement of ! X | ' ! | ! '
|_composition . : : ! ? | \
61-3 ! Discussion of 1 ' ! ! i | !
! formation of ' ! ! ! ! ! N/A (Sed attached
|_ingaredients ! 5 3 L i l conrespondance
_ . A ] 1 ! I
R R | | ] | i N/ (Sed artached
62-2 : Certification of { X : l : : : Lvﬁr€SPUHUdHLw
: L limits ! : i ! | ! ! |
62-3 Analytical method| x| I } I l l
for enforcement | | - L ! ! {
ltligttts o, o2  ee |- ! b L { | !
63-2 s Calor, 22 8 2o, | X 1 \ : l : :
63-3 [PePH%8icad” State.* | X i | ! H i
63-4 | Qdor ; X ! ! i ! !
[ ) L] [ ) [ ] L ] * 000
-~ %es o8 Ses o ¢
R EEREERNEE 150




MATRIX FORMAT - DATA REQUIREMENT LISTING FOR THE SELECTIVE METHOD OF SUPPORT
1. PRODUCT NAME: IZ. EPA REG.NO./FILE SYMBOL: }3. FORMULATOR'S EXEMPTION {4. PAGE
Liqua-Tox II ! 12455-AR ! SELECTED: ' 2 OoF 4
S. APPLICANT'S (COMPANY) NAME AND| : YES nNo X !
ADDRESS: ' i , '
, 6. APPLICATION FOR !7. NAME OF ACTIVE INGREDIENT(S):
Bell Le'zboratorles, Inc. | REGISTRATION DATED: :
3699 Kinsman Blvd. i 1
Madison, WI 53704 i June 27, 1988 i Diphacinone, Sodium Salt
i MONTH DAY YEAR }
8. 40 CFR Part 158 - {
DATA REQUIREMENTS !9, SOURCE OF DATA SATISFYING REQUIREMENT L
8a. :sb. l9a. 19b. 19cC. 19d. 19e. 19f. 110.
Guide- |Name of Test lsubmitted| Date |Submitted |Certificate !|Public |N.A. or |MRID Number,
line ! ! by lsubmitted|by another |of Permis- |Litera- |Waiver or!EPA Accession
Refer- | iApplicant| Iperson/firmision (P) or .ture lother | Number, or
ence ! ! ! ! {give name)|Offer to o | (explain) |other
Number | To be ! lPay (QTP) ! 5 lidentifying
i sibmitted } jenclosed: I | | number
! ! lindicate ' ! !
1 i "P" or "OTP", | :
Section | l i | i l I %
158.190 |PRODUCT CHEMISTRY | ' : : : ; :
i(continued) i i | i 5
]
1 { | ] | |
63-5  !Melting point ! | l ! ! | N/A (see attached
63-6 {Boiling point l X i A ! A L Corre5p°“dance}
63-7 'Den51ty, bulk- ! ! ! ! ' ' i
jdensity, or # | | ] ! } I
ispecific gravity | X ! ! ! ! ! !
63-8 {Solubility ! X ] ? | L ! l
63-9 lVapor Pressure R ! ! ! ! ! !
63-10 'Dissociation' ! ! | | ! ! (Sde attached
Lconstant ! ! ! ! ! | N/A  drrespondance)
63-11 -Ogtanoi{water. | ! ! } } ! N/A (Slee attached
: ’pzu:tit:lpn- R ! ! ! ! ! ! dorrespondance
slcoefficient °o° ! l { ! ! ! :
63-12 IpH X ! ! : : ! 1
M_muuv, < ane | X 5 5 5 5 5 ;
63-14 bond-].z.lng{retlucingE i | | | J n/an  (dee attached

l¥eaeteion o ¢ o °2 |
e oo c_uxT1—55r;I'd'a—n1—(




MATRIX FORMAT -

DATA REQUIREMENT LISTING FOR THE SELECTIVE METHOD QF SUPPQORT

3699 Kinsman Blvd.

EPA REG.NO./FILE SYMBOL:
12455-AR

SELECTED:

YES -

3. FORMULATOR'S EXEMPTION

NO_ X

4. PAGE
3 OF 4

APPLICATION FOR
REGISTRATION DATED:

Diphacinone,

1. PRODUCT NAME: 12.
Liqua-Tox II !
5. APPLICANT'S (COMPANY) NAME AND]
ADDRESS: !
6.
Bell Laboratories, Inc. E
;
|
l

[j
H
|
|
|
1
l
{
/7. NAME OF ACTIVE INGREDIENT(S):
t
|
[}
§
]
|
1
i

Sodium Salt

Madison, WI 53704 June 27,
MONTH DAY
8. 40 CFR Part 158 - !
DATA REQUIREMENTS 19. SQURCE QF DATA SATISFYING REQUIREMENT o
8a. :sb. '9a. '9p. l9c. laod. l9e. l9f. '10. o
Guide- |Name of Test |Submitted| Date ISubmitted |Certificate !Public |N.A. or |MRID Number,
line | ! by | Submitted|by another |of Permis- |Litera- |Waiver or!EPA Accession
Refer- | !Applicant | iperson/firm/sion (P) or |ture {other | Number, or
ence | | f { (give name) |Offer to : ! (explain) lother
Number | ! To be ! ' 'Pay (OTP) ! ! lidentifying
} | submitted l jenclosed: | I | number
l | | | iindicate ¢ | i
: ! H 1 | "P" or "“QTP"]| I !
Section | ' E ! ! ! 3 ! !
158.190 |PRODUCT CHEMISTRY : | : | | :
| (continued) ! ' | ' ! ' }
: : : { : { : N/A (See attached
63-15 :f;laﬂunabllltL : : ! } : : - nhrrp:nnndanre)
63-16 {Explodability L H 1 | ! ! N/A _(Ske attached
63-17 iStorage stability | X H ) ! i l ciorrespondance)
63-18 !Viscosity ! X ! ! ! L. | !
63-19 I[Miscibility ! i l i H ! N/A (glee attached)
63-20 |Corrosion i ! ! ! | ! N/A (Slee attached)
icharacteristics ! | { | ! ! correspondance
63~21 |Dielectric break- | | } | l { n/a (See attached)
'down_voltage. ! H ! ! ! ! dorrespondance
Section | TOXICOLQOGY : ! ! ! | | |
LA EE s | | s B s
81 ! :9 UCé Oséd o : : ! | X (Seé attached|correspondance)
'l . f s o o 1 I 1 1 1 i
81-2 :RC t.‘e dermai . : : : : : : N/A :
jtoxicity, rabbit | h ! ! ! ' !
HE - A
o s o 0 o 2% 4 ot ,
' ® o & = * o o o L
*e 0 L] e eo®
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S
' ! ;
MATRIX FORMAT - DATA REOUI!MENT LrsTinG For 7HE seLe@MVE METHOD OF suppoRT

L. PRODUCT NAME: 2. EPA REG.NO./FILE SYMBOL: |3. FORMULATOR’S EXEMPTION |4. PAGE
Liqua-Tox 71 12655- AR SELECTED: ! 4 OF

5. APPLICANT'S (COMPANY) NAME AND YES no_ ¥ !

!

|

ADDRESS:

Bell Laboratories,
3699 Kinsman Blvd.

Inc.

r

APPLICATION FOR
REGISTRATION DATED:

]
1
!
i
|
]
I
%
16.
I
!
{
I
!
I
|
1

~J

Diphacinone, Sodium salt

NAME OF ACTIVE INGREDIENT(S):

Madison, WI 53704 - June 27, 1988
MONTH DAY YEAR
8. 40 CFR Part 158 - 1 .
DATA REQUIREMENTS {9. SOURCE OF DATA SATISFYING REQUIREMENT _
8a. | 8b. 1 9a. 1 9b. 1 9C. 1 9d. | 9e. 1 9f. 110.
Guide- |Name of Test lSubmitted! Date !Submitted |Certificate }Public |N.A. or |MRID Number,
line ! ! by | Submitted|by another |of Permis- |Litera- |[Waiver or!EPA Accession
Refer- | |Applicant| iperson/firmjsion (P) or |ture lother | Number , or
ence ! ! ! ! (give name) |Offer to ! | (explain) {other
Number | ! ! ! lPay (OTP) ! ! identifying
! ! ! ! lenclosed: ! } I number
| | i : indicate | | :
1 ! ! ! L"P" or "OTP"| ! }
Section | : | : | | : |
158.190 | TOXICOLOGY | l | | | | |
| (continued) ! } ! ! ! ! |
| | | | | | | |
81-3 IAcute inhalation, | | | f : I N/A |
itoxicity, rat ! ! ! ! H | !
81-4  (Primary eye ! 3 I ? # | N/A }
firritation, rabbit} } ! ! \ \ \
81-5 'Primary dermal ! ! ! ! { ' N/A !
lirritation H ! ! ! | ! !
81-6 IDermal sensiti- ! | ! ! I I N/A !
_lzation H ! ! ! i ! !
§ i { | | } i |
t { { l ! l ( l
t { | | i | | ]
1 1 1 1 1 1 1 1
1 I | ! | | | |
I | | { | 1 1 I
] | | I | { i t
1 1 1 1 1 1 1 )i
| | 1 | { | | ]
| . | I | 1 | | |
IO oo . XY LX) : } : : 2 : }
o se . v+ o - | | ] | 1 i 1
AR N ! | E B ! !
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BELL LARORATORIES, INC.

361 nsman Boulevard

N4 iCi1 " Wl 53704 :
CORRESPONDENCE
§61-3 Discussion of formation of ingredients: N/A

§62-1

§63-5

§63-9

§63-10

§63-11

§63-14

§63-15

§63-16

Reference Technical Sodium Diphacinone data. The ingredients
in the finished product consist of food stuffs; see
Confidential Statement of Formula.

Preliminary Analysis: N/A

Reference Technical Sodium Diphacinone data. The ingredients
in the finished product consist of food stuffs; see
Confidential Statement of Formula.

Melting Point: N/A
This requirement is not applicable since finished product is a
liquid.

Vapor Pressure: According to Pesticide Assessment Guidelines
Subdivision-D Product Chemistry, October 1, 1982, p. 69,

Vapor pressure is required when the melting point of the pure
form of the active ingredient in a product is equal to or less
than 30°C. The melting point of the pure form of the
product's active ingredient, Sodium Diphacinone is >220°C.
Reference Sodium Diphacinone data.

Dissociation Constant: N/A
Reference Technical Sodium Diphacinone data for the pure grade
of the active ingredient to support end-use product.

Octanol/Water Partition Coefficient: N/A

Reference Sodium Diphacinone data. This active ingredient 1is
a sodium salt, not a non-polar organic. Reference Pesticide
Assessment Guidelines Subdivision D, Product Chemistry,

Oct. 1, 1982, page 70.

Oxidizing/Reducing reaction: N/A

The finished product is not an oxidizer or reducer; it
contains a simple non-reactive sodium salt and the balance is
food stuffs.

Flammability: N/A - seesee
The product contains [ NNEGEGEGEGEGEGEGE. Referendet.. *  °
Confidential Statement of Formula. . ":::'

EO.C:O o9 Qe

Explodability: N/A
The product « Referengd**®, 2
Confidential Statement of Formula. ko
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*Inert ingredient information may be entitled to confidential treatment*

§63-18

§63-19

§63-20

§63-21

§81-1

BELL LABORATORIES, INC.
3692 Kinsman Boulevard
Madison, Wl 53704

M

Viscosity: N/A

The finished product contains [ - 211 other inerts
and the active ingredient are water soluble, not a suspension:
The percentage of solutes is low enough not to significantly
change the viscosity of this product from that of water.

Miscibility: N/A

Product's directions for dilution is with water, not petroleum
solvents. (Reference Pesticide Assessment Guidelines,
Subdivision D, Product Chemistry, October 1, 1982, p. 75.)

Corrosion Characteristics: The product 1s a non-corrosive
sodium salt solution of a non-reactant organic molecule.

Dielectric breakdown voltage: N/A

The product 1s not intended for use in or around electrial
equipment. (Reference Pesticide Assessment Guidelines
Subdivision - D Product Chemistry, October 1, 1982, pg. 76.)

Reference the cited public literature for Acute Oral Toxicity
- Rat for Diphacinone:

Acute Oral LD50, rat = 2.3 mg/kg
The Pesticide Manual, 8th edition, publ. British Crop

Protection Council.
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*Inert ingredient information may be entitled to confidential treatment*

-3-

Additional Directiona for Rats and Mice: Replace
contaminated or spciled bait immediately. Collect
and properly disvose of dead animals and hait that
is no longer needed. Continue treatments as long
as target species are bheing controlled by bait and
nontarget species are not at risk.

4., Your Confidential Statement of formula (CSF) dated May 1, 1990 is not
acceptable for the following reasons:

A The registration number of the manufacturing use product (MUP)

was not listed, If this product iz not listed you will be required

to supply all the data to support the registration of the MUP,
Please clarify!

E Please submit a manufacturers safety data sheet For-

5. %We note you are using the Selective Method of data support. You will
need to submit a2 data matrix. Please note that product chemistry and
toxicology data is also required.

Pursuant to 40 CFR 152,105, if the above requested information, or a
written request for additional time is not submitted to the Fegistration
Division within 75 days of the date of the receipt of this notice, the
application will be administratively withdrawn. In that event, any
subsequent submission relating to the same product rust be submitted as a
new application.

If vou have any gquestions about this letter, contact Steve Palmateer
at (703) 557-4408 or S557-2600,

Sinecerely yours,

/

William H, Miller

Product Manager (16)
Insecticide-Rodenticide Branch
Registration Division (H7505C)
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WATER SOLUBLE B

l.lqua -Tox

(liquid concentrate) . - ‘;.",‘ e e

DIPHACINONE
RODENTICIDE CONCENTRATE

Mix conlents of pouch with 1 quan of water.

* ACTIVE INGREDIENT: T T T Ty s e
- Sodium Salt of Diphacinone — 2-Diphenylacetyl-1,3-indandione 0.106% TS T T mm s m T e e
INERT INGREDIENTS ...ttt . TR T m m e m e e e
B . TOTAL 100.00% ~ == === == -== == oo oo e e

CAUTION T -
KEEP OUT OF REACH OF CHILDREN

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS & DOMESTIC ANIMALS

S - .. _CAUTION : .

* Keep away from children, pets, and domestic animals and wildiife. Do not expose

bait where humans, tivestock, poultry, pets or wildlite can drink it. Treated baits

- should be placed in locations not accessible to chiidren, pets, wildiife, domestic - = === T e smm s e mrmem e

animals, or in tamper-proof bait boxes. Do not contaminate water by cleaning of T T T T T T S e s e

~-- - equipment, or disposal of wastes. Apply this product only as specified on this -
label.

"7 IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses
" ol water and induce vomiting by touching back of throat with finger. Do notinduce
: vommng or give anylhlng by mouth 10 an unconscious person.

. li swallowed by humans, domestic ammals or pels 1hxs material may reduce 1he e e e e e e e
. . cloning ability of the blood and cause bleeding. In such case intramuscularand - — — o e
. .. oraladministrations of Vitamin K combined withblood transfusions are indicated . .- .. . ooooe o i s e e e
, asin the case of hemorrhage caused by overdioses of bishydroxcoumarin. [ B R R

y

DIRECTIONS e e e
HOW TO PHEPAHE Dissolve contents in one quan of water. Pour liquid bait into e o e e
glass. plastic or crockery dishes or chicken founts. Note: Metal containers are Vet s - e
not recommenged. :
HOW TO USE: Plage bait in lpcations where rats and mice feed and travet.
Baiting should be maintained continuously as long as any evidence of feeding is
observed. )
FOR RATS: Minimum of one pint of liquid should be placed in several locations,
such as, along walls, in corner, and where they can drink unobserved. Liquid
stations should be maintained in an uninterrupted supply for at least 10 gays.
FOR MICE: Minimum of one pint of liquid should be placed in several locations.
: such as. along walls, in corners, and where they can drink unobserved. Liquid
S e -—i stations should be maintained in an uninterrupted supply for at least 15 days.

- — == IMPORTANT _
Bait placements should be examined regularly and replenished belfore com-
. pletely empty. Should baits become sour or molidy, they must be replaced.

Where reinfestation is likely, permanent bait stations should be used and bait
placed in them as often as necessary.

. . . STORAGE AND DISPOSAL
. L STORAGE: Store only in original container, in a dry place inaccessible to
o chiidren and pets.
I PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be
R disposed of on site or at an approved waste disposal facility.
e CONTAINER DISPOSAL: Triple rinse (or eqivalent). Then offer for recycling or
- . reconditioning, or puncture and dispose of in a sanitary landfill, or incineration,
or, if allowed by state and local authorities, by burning. If burned, stay out of
smoke

| EPAEst. No. 12455-WI-1
= T 7 "NET CONTENTS: 1.68 Fi. Oz. (49.68 ml.)
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IRB BRANCH REVIEW - TSS

Record Number(s)

263899

5/9/90 6/19/90
N CUT

EFFICACY

fly

FILE OR REG. NO. __ 12455-AR

@i ok £ PERET MO

DATE DIV. RECEIVED >/2/90

5/1/90
DATE OF SUBMISSION

‘ 5/9/90
DATE SUEBMISSION ACCZPTED

: , X
TYPE PRCOUCTS(S): I, D, H, F, N, R, S
414718-02, 414718-01

| DATA ACCESSION NO(S).

PRODUCT MGR. NO. 16 —

PRODUCT NAME (S) LIQUA-TOX II

‘COD’IPANY NAME Bell Laboratories, Inc.

SUBMISSIQN PURPCSE registration

CHEMICAL & FORMUIATICN 1:06% Sodium Salt of Diphacinone liquid concentrate
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*Inert ingredient information may be entitled to confidential treatment*

Efficacy Review: LIQUA-TOX II, 12455-AR
Bell Laboratories, Inc.
Madison, WI 53704

200.0 INTRODUCTION

200.1 Uses
A 1.06% Sodium Salt of Diphacinone 1liquid concentrate
proposed for registration for mixing into water baits for
control of unspecified types of rats and mice "in locations

where rats and mice feed and travel.™

200.2 Background Information

See product jacket. Although there have been two prior
submissions for this product, the current submission is the
first that has been routed for an efficacy review. This
submission includes proposed labels, efficacy data, a
Confidential Statement of Formula (CSF) , assorted
"transmittal documents, and a cover letter.

201.0 DATA SUMMARY

Accordini to the CSF, the product contains an _

The efficacy studies were run by Bell at its Madison
facilities. Test subjects were Wistar strain laboratory
Norway rats and Swiss Webster strain laboratory house mice.
Tests were said to have been run according to EPA’s
Protocols 1.201 and 1.202 for rats and mice, respectively.
In the rat test, there was a minor deviation from protocol
which was caused by the breaking of a calibrated water
bottle seven days into the study. As a result, only five
bait and five water bottles were used for the eight
remaining days of the study.

Comparisons of the "raw" data sheets with typed and
tabulated results suggests that different methods were used
for determining the amount of bait consumed in the rat and
mouse tests. In the rat tests, the handwritten entries on
the form entitled "DAILY FOOD CONSUMPTION FOR RATS & MICE"
correspond to the typed entries for the respective bottle
and day on the form entitled "Rodenticide Acceptability
Assay Daily Feed Consumption.™" I was surprised by this
fact because 1 expected that the numbers on the "DAILY

1
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FOOD" form would be readings of the amount of 1liquid
remaining. I suspected that amounts consumed would be
determined by subtracting final wvalues from the initial
values (which were fixed at 100). It appears that Jjust
such a procedure was used for the mouse studies. Why the
rat data were recorded differently than the mouse data is
not clear. It appears that the studies were run by
different technicians. It 1is possible that the 1lab
director allows technicians some leeway in the methods used
for recording results. It also is possible that the "raw"
data sheets for rats were created/recreated after the
second-and third-order data sheets were developed.

Reported test results are summarized in Table 1. These
data suggest that the product would be very effective in
controlling house mice and marginally effective in
controlling Norway rats. Acceptance of bait made from the
concentrate remained relatively high for the first eight
days that mice were exposed to it (Fig. 1). All 20 mice
died. In the rat trials, Acceptance peaked on the second
day and dropped sharply thereafter (Fig. 2). Two of the
three animals that survived the exposure period survived
the entire test. Whether these animals learned to avoid
the liquid bait or whether they never liked it in the first
place cannot be determined from the test data because the
animals were exposed as a group.

At this point, I am inclined to ask for more information on
the way in which the amounts of 1liquid consumed were
measured and recorded in both tests. Bell’s reply might
indicate whether Bell did done anything improper in
conducting these studies.

The label submitted on 6/23/88 (in product jacket) bears
the brand name "LIQUA~-TOX II," but the label in the current
submission bears the name "LIQUA-TOX," which is the name of
Bell’s Sodium Salt of Warfarin bait (12455-22). Curiously,
the label submitted on 5/1/90 seems to be much more archaic
in text than is the label last accepted for 12455-22 (on
12/8/82). In fact, 12455-22 never had accepted labeling
corresponding to that just submitted for 12455-AR.

The text proposed for 12455-AR is very similar to that on
the last accepted label for 3240-17 (a 1.06% Sodium Salt of
Diphacinone concentrate registered by Motomco, Ltd., a firm
affiliated with Bell), although some of the text in the
"CAUTION" section has been updated.

2
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TABLE 1. RESULTS OF GROUP-CAGED LABORATORY EFFICACY TESTS OF LABORATORY RATS AND MICE WITH 12455-AR

SPECIES STRAIN TEST DAY g. BAIT g. CONTROL $ BAIT DEATHS PERCENT
[TEST #] TAKEN TAKEN ACCEPTANCE Males Females Total MORTALITY
Norway Rat Wistar 1 279 376 43.0% ) 0 ) 0.0%
1989/B1@d7 2 506 246 67.3% 7] ] ] 0.0%
3 294 383 43.4% 7] 7] 7] 0.0%

4 133 291 31.4% 2 1 3 15.0%

5 48 159 23.2% 1 4 8 40.0%

6 49 136 26.5% 3 7] 11 55.0%

7 9 126 6.7% 4 1 16 80.0%

8 7] 98 0.0% 7] 1 17 85.0%

9 4 91 4.2% ] 7] 17 85.0%

10 8 99 7.5% g ) 17 85.0%

11 1 87 1.1% 7] 7] 17 85.0%

12 1 94 1.1% 7] 7] 17 85.0%

13 14 90 13.5% 7] 7] 17 85.0%

14 2 78 2.5% 7] ] 17 85.0%

15 2 67 2.9% 7] 7] 17 85.0%

OBS ) 1 18 90.0%

ALL 1350 2415 35.9% 10 8 18 90.0%

House Mouse Swiss 1 91 43 67.9% 0 0 0 @.0%
¥d290/B108 Webster 2 57 26 68.7% 7] a 7] 0. 0%
3 55 13 80.9% 4 ] 4 20.0%

4 28 4 87.5% 2 3 9 45.0%

5 5 3 62.5% 0 2 11 55.0%

6 3 2 60.0% ) 1 12 60.0%

7 1 1 50.0% 1 2 15 75.0%

8 3 3 50.0% 2 1 18 90 .0%

9 0 ] ———— 1 %} 19 95.0%

10 1 ) 100.0% %} 1 20 100.0%

ALL 244 95 72.0% 10 10 20 100.0%
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FIGURE 1. Daily bait acceptance and cumulative mortality in house mouse test with Liqua-Tox II.
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FIGURE 2.

PERCENT |

Daily bait acceptance and cumulative mortality in Norway rat test with Liqua-Tox II.
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Following the mixing instructions proposed for 12455-AR in
the label submitted 5/1/90 would appear to yield a liquid
bait about three times as strong as that which would be
obtained if the directions for 3240-17 were followed. The
label previously submitted for 12455-AR claimed only one
third as high a Diphacinone concentration in the product as
did the label submitted of 5/1/90 yet the mixing directions
were identical on the two labels. The reports of the
efficacy trials state that the tests were initiated in
October of 1989 and that the liquid concentrate was "mixed
according to label directions to obtain a finished bait."
It is not clear which set of mixing directions were used to
prepare the test bait.

202.0 CONCLUSIONS

1. Review of efficacy data cannot be completed at this
time. To enable review of these data to be completed,
you must

a. describe the procedures used to determine how
readings were taken from calibrated Dbottles,
indicate how amounts consumed were determined, and
state whether readings or calculated values were
written on the form "DAILY FOOD CONSUMPTION FOR
RATS & MICE;"

b. Describe the exact procedures use to prepare bait
from concentrate, indicating amounts of each
substance used and providing the results of a
chemical analysis of the test bait for
concentration of active ingredient.

2. Describe the containers (inner and outer) in which this
product is to be packaged.

3. Revise the directions for use on the product label
to read as follows:

"DIRECTIONS FOR USE

It is a violation of Federal 1law to use this
product in a manner inconsistent with its labeling.

USE RESTRICTIONS: This product may be used to

control Norway rats (Rattus norvegicus), roof rats

(R. rattus), and house mice (Mus musculus) in
6
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homes; in industrial, agricultural, and commercial
buildings; and in similar manmade structures. Place LIQUA-
TOX II in 1locations not accessible to children, pets,
domestic animals, and nontarget wildlife, or in secured,
tamper-proof bait stations equipped for dispensing liquid
rodenticide baits. Do not use LIQUA-TOX II in any area
where there 1is a possibility of contaminating food or
surfaces that come in direct contact with food.

MIXING DIRECTIONS: Thoroughly mix contents of one
1.68 fl. oz. package in 1 quart (32 fluid ounces)

of water.

SELECTION OF TREATMENT AREAS: Determine areas
where rats and mice will most 1likely find and
consume bait. Generally, these areas are along

walls, Dby gnawed openings, beside burrows, in
corners and concealed places, between floors and
walls, or in other locations where signs of rats
and mice have been seen.

APPLICATION DIRECTIONS:

Norway Rat and Roof Rat: Provide a minimum of 1
pint (16 fluid ounces) of LIQUA-TOX II in each
dispenser (suitably-equipped bait station, <chick
fount, or other suitable device). If infested area
is large, or if rat population appears to be high,
use dispensers at several locations. Space
dispensers and refill them as needed to ensure that
bait is exposed in all infested areas where it can
be wused without putting nontarget organisms at
risk.

House Mouse: Provide 1/2-pint (8 fluid ounces)
placements of LIQUA-TOX II in suitably-equipped
bait stations, chick founts, or other appropriate
vessels. Place dispensers at intervals of 8-12
feet in all infested areas where bait can be used
without putting nontarget organisms at risk.

Additional Directions for Rats and Mice: Replace
contaminated or spoiled bait immediately. Collect
and properly dispose of dead animals and bait that
is no longer needed. Continue treatments as long
as target species are being controlled by bait and
nontarget species are not at risk.

7
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William W. Jacobs

Principal Specialist: Rodenticides
Insecticide-Rodenticide Branch
June 19, 1990
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U.S. EM IRONMENTAL PROTECTION AGENCY
Ofi.ce of Pesticide Programs

BELL LABORATORIES
3699 KINSMAN BLVD.
MADISON, WI 53704

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 05/02/90. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be substantially in
compliance with the standards for submission of data
contained in PR Notice 86-5, with the exception(s)
noted below. A copy of your bibliography is enclosed,
annotated with the Master Record ID's (MRIDs) assigned
to each docu- ment submitted. Please use these numbers
in all future references to these documents, and
correct the noted exception(s) in future data
submittals. If deficiencies were found which apply to
your overall submission, they are described following
this paragraph. If the defic- iencies apply to specific
studies, they are listed below following the applicable
identification number or MRID. Thank you for your
cooperation. Any document which has been assigned a
MRID has been accepted under PR Notice 86-5. If any
comments related to a MRID appear on this report, they
are provided for your information and reference when
preparing future submissions. If you have any questions
concerning this data submission, please raise them with
the cognizant Product Manager, to whom the data have
been released.

MRIDS - were all found to be
deficienct 1vor tne foliowing reason/s:

A statement of compliance or non-compliance with the
Good Laboratory Practices Standards contained in 40 CFR
160 is required for all studies (except range finding
studies and supplements to previously submitted
studies) submitted to EPA. This statement must appear
as page 3 of all studies, and must be <i~mnd hv +ha
MAdsrArr AN ATt i the A Ay Nralen 4 de de e a

2a8€ SeC =v wais suveae fur opoearac

b A TP
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414718-O O

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER

Bell Laboratories, Inc.
3699 Kinsman Blvd.
Madison, WI 53704

REGULATORY ACTION IN SUPPORT OF WHICH THIS PACKAGE IS SUBMITTED

’ EPA File Symbol 12455-AR
158. 160
96-10

TRANSMITTAL DATE

April 30, 1990

LIST OF SUBMITTED STUDIES

Volume 1: Administrative Materials
' D Volume 2: Efficacy Data, Swiss Webster Mice
.LI?I ) Volume 3: Efficacy Data, Wistar Rats

Campany Official: Victoria J. Kriesel M{-(é}('. ,u,}au/Q
7 /

Campany Name: Bell Laboratories, Inc. PR
o0
Company Contact: Victoria J. Kriesel (608) 241-0202
Name Phone
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Bell LLaborat ries, Inc.

3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. 608/241-0202

May 1, 1990

FEDERAL EXPRESS
#6134613564

Mr. William H. Miller

Product Manager (16)

Office of Pesticide Programs-H7505C
U.S. Environmental Protection Agency
401 M. Street, Southwest

Washington, D.C. 20460

RE: LIQUA-TOX II
EPA File Symbol 12455-AR
Your Letter Dated November 28, 1989

Dear Mr. Miller:

Fax: 608/241-9631

Enclosed please find five copies of new draft labeling, a Confidential
Statement of Formula, and three copies of efficacy data in support of

the above mentioned product.

If you should have any questions regarding this matter, please do not

hesitate to contact us.
Sincerely,

Bell Laboratories, Inc.

Victoria J. Kriesel
Registration Specialist

VJK:pml

Enclosures
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Bell Laboratories, Inc.
3699 Kinsman Boulevard, Madison, Wisconsin 53704 U.S.A. [ 608/241-0202 | Fax: 608/241-9631

October 2, 1989

CERTIFIED MAIL
P 918 087 161

Mr. William H. Miller
Product Manager (16)
Office of Pesticide Programs-H7505C
U.S. Environmental Protection Agency
401 M. Street, Southwest
Washington, D.C. 20460
RE: LIQUA-TOX II
EPA File Symbol 12455-AR
Your Letter Dated August 8, 1989

Dear Mr. Miller:

Thank you for your letter concerning the above mentioned product.

Please be advised that we intend to pursue registration for LIQUA-TOX II.
However, we kindly request a six month extension. We are currently
reviewing our initial submission, and will be submitting a slight change

in the formulation.

Therefore, the time extension will give us ample time to submit new
efficacy data as well.

Thank you for your cooperation in this matter.
Sincerely, o e
Bell Laboratories, Inc. e

Victoria J. Kriesel

Registration Specialist . E .: .
VIK: prol Teste




Sg o % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%Mf WASHINGTON, D.C. 20460

N OQOFFICE OF
PESTICIDES AND TOXIC SUBSTANCES

08 AUG 1383

Bell Laboratories, Inc.
3699 Kinsman Blvd.
Madison, WI 53704

' | Subject: Proposed Product Name: ﬁé‘)jxq —TOx [
File Symbol: J248S - A/Q

our records for the subject product show that you have
not responded to the attached letter. Therefore, pursuant to
40 CFR 152.105, the Agency will terminate any action on this
application and will treat the application as if it has been
withdrawn by you, unless within 75 days from the date of this
letter you either submit the information as requlred by the
attached letter of if this can not be done within the 75 day
period then you must notify the Agency spec1f1ca11y what date
the information will be prov1ded.

. Should the Agency treat your application as withdrawn, -
any subsequent submission relating to the same product must
be submitted as a new application which will be subjected to:
the Agency's process of screening for completeness qf

. - application.

You shouldm also be aware that the Agency may have
revised the registration requirements since the attached
letter was written.

If you have any questions regardlng this letter, please
contact William H. Miller at 703) 557-2600. o

Sincerely yours,

William H. Miller

Product Manager (16)
Insecticide-Rodenticide Branch
Registration Division (H7505C)
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TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER

BELL LABORATORIES, INC.
3699 Kinsman Blvd.
Madison, WI 53704

REGULATORY ACTION IN SUPPORT OF WHICH THIS PACKAGE IS SUBMITTED

12455 -
158. 160
96-10

TRANSMITTAL DATE

June 23, 1988

LIST OF SUBMITTED STUDIES

Water Soluble Diphacinone (Liqua-Tox II)
EFFICACY DATA:

(@ ’ ) 1) Swiss Webster Mice

2) Wistar Rats

Company Official: L. Dawn Brown
Company Name: Bell Laboratories, Inc.
Company Contact: L. Dawn Brown (608) 241-0202
NAME PHONE
1
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WATER SOLUBLE

Liqua-Tox |

Higuid concentrite)

DIPHACINONE
RODENTICIDE CONCENTRATE

Mix contents of pouch with 1 quant of water.
ACTIVE INGREDIENT:

Sodium Salt of Diphacinone- (2-diphenylacetyl-1 3indandione! . . . . . . 0.0356 % .

INERTINGREDIENTS . ... ..., 99.9644 %

TOTAL 100.0000 %
' . CAUTION
KEEP OUT OF REACH OF CHILDREN

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS & DOMESTIC ANIMALS

CAUTION

Keep away from children, pets, domestic animals and wildlife. Do not expose
bait where humans, livestock, poultry. pets or wilglife can drink it. Treated baits
should be place in locations not accessible to children, or pets. wildlife and
domeslic animals, or in tamper-proof bait boxes. Do not contaminate water by
cleaning of equipment, or disposal of wastes. Apply this product only as
specified on this label.

IF SWALLOWED: Calt a physician or Poison Control Center. Drink 1 or 2 gtasses
of water and induce vomiting by touch:ng back of throat with finger. Do not
induce vomiting or give anything by mouth t0 an unconscious person.

It swallowed by humans, domestic animals or pets, this material may reduce the
clotting ability of the blood and cause bleeding. In such case intravenous and
oral administrations ot Vitamin K. combined with blood transfusions are indicat-
ed as in the case of hemorrhage caused by overdoses of bishydroxycoumarin.

EPA Est. No. 12455-W!-1 EPA Reg. No.
NET CONTENTS: 1.68 Fl. Oz. {49.68 ml.)

DIRECTIONS
HOW TO PREPARE: Dissolve contents in one quart of water. Pour liquid bait into
glass, plastic or crockery dishes or chicken founts. Note: Metal containers are
not recommended.

HOW TO USE: Place bait in locations where rats and mice feed and travel.
Baiting should be maintained continuously as long as any evidence of feeding is
observed.

FOR RATS: Minimum of one pint of liquid should be placed in several locations,
such as, along walls, in corner, and where they can drink unobserved. Liquid
stations should be maintained in an uninterrupted supply for at ieast 10 days.

FOR MICE: Minimum of one pint of liquid should be placed in several locations,
such as, along walls, in corners, and where they can drink unobserved. Liquid
stations should be maintained in an uninterrupted supply for at least 15 days.

IMPORTANT
Bait placements should be examined regularly and replenished before com-
pletely empty. Should baits become sour or moldy, they must be replaced.
Where reinfestation is likely, permanent bait stations should be used and bait
placed in them as often as necessary.

STORAGE AND DISPQSAL
STORAGE: Store only in original container, in a dry place inaccessible to
children and pets.
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be
disposed of on site or at an approved waste disposa) facility.
CONTAINER DISPOSAL: Triple rinse (or egivalent). Then offer for recycling or
reconditioning, or puncture and dispase of in a sanitary landfill, or incineration,
or, it allowed by state and local authorities, by burning. It burned, stay out of
smoke.
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